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' '  HEALTH  MANPO^^R  NEEDS  AND  ^PPORTU^UTES 

Robert  Q.  Mars ton,  M.D. 
Director 
National  Institutes  of  Health 
Bethesda,  Maryland 

Last  month  about  300  students  of  several  health  professions 
and  allied  occupations  attended  a  health  manpower  conference  in 
Chicago.     The  conference  was  sponsored  by  eight  student  health 
organizations,  including  the  Student  American  Medical  Association 
and  funded  by  the  Bureau  of  Health  Manpower  Education,  a  componen 
of  the  National  Institutes  of  Health.     I  have  not  yet  seen  the 
conference  proceedings,  which  are  being  edited  and  compiled  into 
final  report,  but  I  understand  that  there  were  more  than  30 
recoTnnendations  on  such  matters  as  recruitment,  minority  prcblens 
professional  education,  and  interdisciplinary  student  projects. 

The  conference  V7as  another  demonstration  of  the  deep, 
constructive  interest  x^7hich  you  and  your  colleagues  have  shown  in 
the  total  health  care  system  as  you  prepare  to  enter  it.  The 
conference  also  was  an  example  of  the  essential  dialogue  and 
sharing  of  concerns  between  the  professionals  who  constitute  the 


To  be  presented  to  the  Student  ^\merican  Medical  Association, 
Los  Angeles,  California,  April  29,  1972. 
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present  system  with  the  professionals  in  training  who  will  in  time 
themselves  be  responsible  for  the  delivery  of  health  care. 

The  increased  concern  with  manpower  problems--is  well  justified 
With  more  than  4%  million  employees,  the  health  industry  has 
become  the  Nation's  largest  employer.     Our  supply  of  health  workers 
has  doubled  in  just  the  past  decade.    As  recently  as  1950,  most  of 
today *s  physicians  were  not  yet  in  practice.     Yet  the  problem  of 
access  to  medical  care  for  vast  nimabers  of  our  population  does  not 
seem  to  be  greatly  improved,  if  at  all. 

•  Since  1950,  the  number  of  physicians  has  risen  by  more  than 
100,000--to  a  total  of  about  334,000,  yet  we  don't  seem  to  have 
enough  to  go  around.     Nevertheless,  the  competition  to  get  into 
the  schools  of  the  health  professions  is  keener  than  ever,  with 
thousands  of  qualified  applicants  being  turned  away. 

It  is  only  natural  that  people  are  beginning  to  ask  why  there 
is  still  a  health  manpower  problem  and  why  the  gains  we  have  made 
have  not  had  a  greater  impact. 

The  causes  of  our  health  manpower  problems,  even  though  they 
may  be  familiar  to  you,  are  worth  mentioning  again,  so  you  may 
judge  how  your  own  career  plans  can  help  improve  the  situation. 
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Much  of  the  new  physician  manpovjer,  of  course,  has  gone 
simply  to  take  care  of  the  Nation's  rapidly  rising  health  workload. 
Demands  for  health  manpov-er  have  been  increasing  steadily  with  the 
size  of  the  Nation's  population  and  increased  consumer  income. 
Other  factors  driving  demands  for  health  care  upward  have  been  the 
rising  educational  attainment  of  the  public,  expanded  insurance 
coverage,  and  public  commitments  to  extend  health  services  through 
programs  such  as  Medicare  and  Medicaid. 

Trends  within  the  medical  profession  itself  have  tended  to 
aggravate  the  problem.     A  few  decades  ago  the  specialist  x;as  in  a 
very  definite  minority,  bur  by  last  year  mure  thaa  75.  percent  of 
the  Nation's  physicians  were  actively  engaged  in  one.  of  the 
specialties.     While  this  speaks  highly  for  the  quality  of  American 
medical  care,  a  serious  problem  has  developed  in  tha  availability 
of  the  general  practitioner  and  other  providers  of-  primary  family 
care.     Further,  too  few  new  physicians  set  up  practice  in  the 
geographic  areas  where  the  need  Is  greatest.     Physicians  are  not 
moving  in  sufficient  numbers  into  the  inner-city  or- into  rural 
areas. 
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These  problems  of  numbers,  location,  and  specialty  are 
further  compounded  by  serious  racial  imbalances.     The  Nation's 
23.5  million  black  citizens--11.5  percent  of  the  population--are 
not  only  underserved  in  terms  of  health  care,  but  are  under- 
represented  as  professionals.     They  account  for  but  2  percent  of 
the  Nation's  physicians,  2.7  percent  of  the  dentists  and  5.7  percen 
of  the  professional  nurses.     Clearly  there  is  much  to  be  done  to 
improve  the  motivation  to  enter  the  health  field,  to  ease  the 
economic  pressures,  and  in  some  cases  improve  the  quality  of 
minority  education  which  too  often  handicaps  the  minority  student 
in  competing  for  acmissicn  to  the  Nation's  medical  schools. 

More  than  35,000  applicants  are  now  being  considered  for  the 
12,970  places  that  \-7±ll  be  available  to  the  incoming  class  of 
medical  students  this  fall.    A  significant  number  will  be  denied 
admission  simply  because  there  is  no  room  for  them.     The  unavoidabl 
rejection  of  qualified  applicants  at  a  time  when  the;  demand  for 
physicians  is  so  great  is  a  highly  frustrating  fact:  of- life  today. 
It  penalizes  the  committed  stndent  who  has  chosen  to:  help  meet  a 
recognized  social  need.    Though  qualified,  he  is  thrown  back  into 
the  occupational  supermarket,  perhaps  to  be  lost  to  a  health  care< 
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These  problems  are  certainly  not  going  to  solve  themselves, 
but  they  can  be  solved  if  we  work  at  them- -energetically  and  in 
a  spirit    of  cooperation.     The  Comprehensive  Health  Manpower 
Training  Act  of  1971,  enacted  last  November,  gives  us  sctne  of  the 
tools. 

To  encourage  the  schools  of  the  health  prof essions--medicine 
osteopathy,  dentistry,  optometry,  podiatry,  pharmacy,  and 
veterinary  medicine- -to  expand  their  enrollments  the  new  law 
includes  a  capitation  grant  program.     Schools  now  receive  funds  o 
the  basis  of  their  enrollment  and  their  assurance  to  expand  by  at 
least  a  given  minimum.     Bonuses  are  provided  for  schools  which 
expand  beyond  the  minimum  levels.     The  Bureau  of  Health  Manpov7a:- 
Education  reports  that  a  number  of  medical  schools  have  already 
responded  to  this  incentive.    All  medical  schools  have  applied  fo 
the  capitation  grants,  which  require    them  to  assure  a  minimum 
increase  of  enrollment.     Sixty-four  have  indicated  they  will  exce 
the  minimums  in  order  to  qualify  for  bonus  funds. 
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The  Act  also  supports  the  construction  of  health  professions 
schools  through  grants,  loan  guarantees,  and  interest  subsidies. 
Grants  are  also  authorized  to  speed  the  opening  of  new  medical 
schools. 

Loan  and  scholarship  assistance  to  the  student  has  been 
increased,  with  maximums  now  raised  to  $3,500  a  year.     Loan  for- 
giveness provisions  have  been  added  for  students  who  agree  to 
practice  in  shortage  areas. 

Other  new  grant  and  contract  programs  have  been  established 

for: 

*Special  projects  to  expand  or  improve  training  in  the 
health  professions, 

♦Training  teachers  in  the  health  professions, 
♦Establishing  training  programs  in  hospitals  for  family 
medicine,  and 

♦Making  Health  Manpower  Initiative  Awards  to  finance  health 
education  for  underserved  areas. 


This  important  legislation  is  just  the  latest  chapter  in 
the  nine-year  Federal  effort  to  help  solve  the  Nation *s  health 
manpower  problem.     The  transfusion  of  more  than  $1.4  billion  over 
the  past  nine  years  into  the  schools  of  the  health  professions  has 
helped  invigorate  them  to  the  greatest  spurt  of  growth,  improvement 
and  innovation  since  the  modem  system  of  medical  education  was 
established  some  60  years  ago. 

Our  medical  schools  graduated  7,300  M.D.^s  in  1963,  and  this 
year  they  will  graduate  about  9,000.     Since  1965,  20  nev:  medical 
schools  have  been  established,  more  than  in  the  previous  three 
decades  combined. 

First-year  black  enrollment  in  medical  schools  has  risen 
from  3  percent--only  265  students- -in  1963  to  7  percent  (897 
students)  in  the  current  school  year. 

Within  the  schools  the  trend  is  toward  shortened  curricula, 
more  electives,  a  reemphasis  on  family  medicine,  the  integration 
of  educational  goals  with  the  needs  of  the  community,  and  the 
development  of  allied  professions. 


Around  the  Nation  many  medical  schools  have  recently 
'introduced  new  teaching  programs.    At  least  30  medical  schools 
have  shortened  the  traditional  four-year  curriculum  or  plan  to  • 
do  so. 

As  you  can  see,  it  takes  a  variety  of  approaches,  in  the 
training  field  alone,  to  get  at  our  manpower  problems.     And  it 
takes  time.     Progress  is  slow--much  slower  than  any  of  us  would 
wish--but  it  is  discernible. 

But  manpower  education  is  only  part  of  the  answer.     We  must 
make  better  use  of  the  people  we  have,  we  must  give  them  the^  tool 
and  resources  they  need,  we  must  assure  the  availability  of  high 
quality  medical  care  to  all  our  citizens.    We  are  committed  to  th 
goals.     A  n\imber  of  measures  have  been  proposed  to  revitalize  the 
health  care  system,  to  close  the  gaps  and  inequities,  to  increase 
efficiency  and  encourage  innovation.    And  we  are  expanding  our 
research  efforts,  particularly  in  such  fields  as  heart  disease  an 
cancer,  to  find  answers  to  age-old  but  still  elusive  questions. 
Only  through  research  can  we  gain  the  knowledge  to  prevent*  as  we 
as  to  cure  disease.     Prevention  is,  of  course,  the  best:  way  tio  f 
the  pressures  on  our  scarce  manpower  resources. 
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I  urge  you  to  become  acquainted  with  the  President's  Health 
Initiatives,  with  the  measures  now  being  considered  by  the  Congress 
with  the  range  of  ideas  under  discussion  by  health  leaders  and 
concerned  laymen  throughout  the  country.     Your  views  and  ideas 
will  be  valuable  to  the  ongoing  national  dialogue.     And  out  of  this 
dialogue  a  new  consensus  can  emerge  which  can  lead  to  better  health 
for  the  American  people. 
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President  Nixon  has  asked  that  I  bring  his  special  greetings 
and  congratulations  to  you.     He  requested  that  I  express  to 
you  his  interest  in  the  development  of  the  Thomas  O'Neill  Memor 
Laboratories  and  his  best  wishes  for  their  future. 


1/    To  be  presented  at  the  Dedica'iicn  of  O'Neill  Laboratories, 
Johns  Hopkins  University,   Baltimore,  Md. ,  May  8.  1972, 
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THE  ROLE  OF  THE  FEDERAL  GOVERNT-IENT 
IN  SUPPORT  OF  RESEARCH 
By 

Robert  Q.  Marston,  M.D. 

I  am  delighted  to  participate  in  these  dedication 
ceremonies  for  the  O'Neill  Memorial  Laboratories  of  the 
Johns  Hopkins  University  and  the  Good  Samaritan  Hospital 

The  launching  of  a  new  facility  to  be  given  over  to 
research  in  the  cause  of  human  health  is  reason  enough  for 
celebration.     But  in  this  case,  there  are  several  added 
dimensions  that  make  the  occasion  even  more  noteworthy- 
your  association  with  one  of  the  Nation's  leading  universitie 
and  biomedical  centers;  your  staff  of  outstanding  scientists, 
already  well  kno:^7n^for  their  contributions  to  the  development 
of  new  knowledge;  your  areas  of  concentration  in  the  promisin 
fields  of  immunology  and  transplantation;  and  your  affiliatio 
vith  a  hospital  which  has  special  programs  and  expertise  in 
these  fields. 


To  be  presented  at  the  Dedication  of  O'Neill  Laboratories, 
Johns  Hopkins  University,  Baltimore,  Md. ,  May  8,  1972 
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All  of  this  makes  the  outlook  for  the  future  of  your  nev? 
laboratory  bright  indeed.     All  of  us  here  are  privileged  to  be 
present  at  this  auspicious  beginning. 

I  have  yet  another,  personal  reason  for  pleasure  at  being 
here  today.     You  at  this  facility  and  we  at  the  National  Instit^c 
of  Health  are  not  only  near  neighbors  but  active  partners  in  a  n 
of  endeavors.     It  is  a  source  of  pride  to  us  at  NIH  that  we  are 
to  support  some  of  the  work  under  way  at  these  laboratories. 

Recently,   the  NIH's  National  Institute  of  Allergy  and  Infec 
Diseases  developed  a  program  to  establish  Allergic  Disease  Cente 
throughout  the  Nation,  and  Good  Samaritan  was  one  of  the  first 
institutions  to  be  Av7arded  support  for  such  a  Center. 

I  have,  in  fact,  often  described  the  biomedical  research 
enterprise  in  this  country  as  a  consortium  of  agencies  and 
institutions  working  tov7ard  a  common  goal.     This  afternoon,  I  v:c 
like  to  examine  the  role  of  the  Federal  partner  in  this 
enterprise,  drav7ing  primarily    for  illustration  on  the  mission 
and  the  work  of  the  National  Institutes  of  Health. 

In  the  long  run  the  state  of  heal  th  in  this  country  and 
the  individual  citizen's  prospects  for  a  long  and  productive 
life  depend  on  the  initiative  and  imagination  with  which  our 
scientists  pursue  the  advancement  of  knowledge.     Thus  a  basic 


strategy  of  the  Federal  health  effort  is  to  emphasize  those 
activities  such  as  research  which,  in  the  long  run,  V7ill 
fundamentally  improve  the  health  prospects  of  the  Nation. 

The  history  of  medical  research  in  this  country  is  theref 
in  large  measure  a  history  of  the  involvement  of  the  Federal 
Government  in  seeking  the  solution  to  national  health  probleir.s 
Until  late  in  the  19th  century,  American  m.edicine  v:as  depender 
on  the  advances  made  by  such  pioneers  as  Pasteur,  Koch,  Lister 
and  Ehrlich  in  the  great  European  universities  and  m.edical 
schools. 

Our  government  first  became  involved  in  m.edical  research 
in  a  public  health  context  when  a  "laboratory  of  hygiene"  was 
established  at  the  U.S.  Marine  Hospital  on  Staten  Island, 
New  York.     The  laboratory's  primary  concern  was  to  deal  with 
cholera  and  other  infectious  diseases  arising  from  the 
increasing  numbers  of  immigrants  arriving  in  the  Port  of 
New  York.       Out  of  this  very  specialized  function,  the  laborat 
and  its  successor,  the  National  Institute  of  Health — gradually, 
developed  an  expanding  national  program  of  research  on  infect: 
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diseases  during  the  late  19th  and  early  20th  centuries. 

It  V7as  not  until  the  National  Cancar  Act  of  1937  that  a 
major  effort  \-:as  made  to  investigate  the  most  complex  of 
chronic  diseases.     This  legislation  created  the  National  Cance. 
Institute,   later  incorporated  into  the  National  Institutes  of 
Health,  and  helped  establish  the  precedent  for  research  throug: 
grants-in-aid  to  non-Federal  scientists. 

The  enactment  of  the  Public  Health  Service  Act  of  1944 
gave  the  Surgeon  General  broad  authorization  to  foster,  concuc 
support  and  cooperate  in  research  relating  to  health  and  disea. 
Authority  to  avard  funds  for  non-Federal  research  and  research 
training,  until  then  limited  to  cancer,  V7as  extended  to  health 
problems  generally. 

The  success  of  research  in  solving  major  problems --inc lud 
medical  and  health  problems--connected  vith  the  national  effcr 
during  Vvorld  War  II  did  much  to  encourage  postv7ar  public 
investments  in  science  and  technology.  Research  activities  ir. 
all  sectors  of  the  Nation--academic ,  industrial,  govemmental- 
began  to  expand;  research  became  more  professionalized;  and 
sponsorship  patterns  began  to  shift. 
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The  rapid  grov;th  in  Federal  support  for  biomedical 
research  is  essentially  a  phenomenon  of  the  past  25  years. 
In  1947  the  total  national  investment  in  biomedical  research 
and  development  V7as  about  $87  million,  and  today  it  is 
roughly  $3.3  billion.     There  V7as  a  plateau  in  NIH  funding 
from  1967  to  1970,  but  the  do\-.-'m;ard  drift  vas  checked  in  1971. 
In  fact,   the  NIH  budget  for  the  research  institutes  and 
divisions  has  increased  about  40  percent  in  two  years  to  a 
total  of  almost  $1.5  billion  in  1972. 

Today  the  Nil!  accounts  for  almost  60  percent  of  all 
Federal  support  for  biomedical  research  and  development,  and 
its  role  is  larger  than  the  figures  indicate  because  m.ost  of 
its  support  is  to  nonprofit  institutions,  particularly 
miversities ,  \^hich  currently  receive  some  $800  million  each 
year. 

NIH  presently  supports: 

about  11,200  research  grants  in  the  amount  of  $676  ir.i 
about  2,100  training  grants  for  some  $131  million; 
about  4,000  fellowships  and  career  development  awards 
at  about  $25  million. 


!= 
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The  rapid  and  significant  growth  of  NIH,  and  of 
biomedical  research  in  general,  has  been  concurrent  with  a 
new  concern  for  reordering  priorities,  growing  cons unr^er ism, 
changing  economic  relationships  internationally  and  domestical! 
continuation  of  the  civil  rights  struggle,  and  a  sense  of  the 
urgency  of  problems  of  the  ghetto,  of  population,  of  pollution, 
and  of  possible  exhaustion  of  vital  resources. 

It  is  inevitable  then  that  biomedical  science,  now  a  very 
sizable  enterprise,  V70uld  be  a  topic  of  concern  for  non-scienr: 
and  indeed  for  the  political  process. 

Another  compelling  reason  for  its  public  visibility  is  the- 
increasingly  urgent  problem  of  the  delivery  of  health  services 
to  the  American  people.     Such  societal  pressures,  expectations 
and  hopes,  predictably  have  had  a  significant  impact  on  the 
vays  in  which  the  increased  funds  have  been  distributed.  Thus 
of  the  40  percent  increase  I  mentioned  earlier — roughly  $400 
inillion--$200  million  is  invested  in  cancer,  $50  million  in 
cardiovascular  and  $30  million  in  population  research,  earmark' 
to  a  greater  degree  than  in  the  past  for  expenditure  through 
centrally  programmed  targeted  efforts. 
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Equally  significant  as  the  increased  targeting,  has  been 
the  great  effort  by  professional  and  lay  groups  to  gain 
additional  visibility  for  the  area  of  their  particular  interes 
You  all  know  about  the  pressures  in  the  fields  of  cancer  and 
heart  disease.     Campaigns  have  also  been  mounted,  and 
legislation  introduced,  to  confer  Institute  status  and  to 
increase  the  am.ount  of  support  in  such  areas  as  population, 
gerontology,  gastroenterology,  sickle  cell  disease,  and  kidne- 
disease . 

This  kind  of  concentration  of  purpose  and  resources  runs 
head  on  against  a  history  of  evidence  that  major  innovations 
medicine  have  emerged  largely  as  the  result  of  the  work  of 
individuals  and  small  groups  pursuing  ideas  arising  out  of  t: 
own  experience  and  reflecting  their  personal  creativity.  Ye' 
ve  have  already  taken  significant  steps  toward  a  new  way  of 
doing  business:     the  targeted  program  approach  to  research, 
reminiscent  of  some  of  the  successful  programs  in  technology 
and  development.     The  advocates  for  these  two  positions  have 
become  in  some  ways  more  highly  polarized  than  was  the  case 
few  years  ago.     Fortunately,  increased  support  overall  has  : 
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it  possible  to  accommodate  the  emphasis  on  targeted  research 
V7ithout  serious  disruption  of  investigator-initiated  research. 

As  Director  of  NIH,  I  have  supported  both  targeted  programs 
and  regular  research  projects  on  the  grounds  of  vjhat  I  believe 
to  be  sound  philosophy.     However,   in  recognition  of  the  fact 
that  undifferentiated  research  fares  less  ^^ill  in  non-scientific 
decision  m:aking  than  the  highly  visible  targeted  programs,  I 
have  sv7ung  my  v;eight  v:hen  possible  toward  the  maintenance  of 
investigator-initiated  research  projects,  and  I  shall  continue 
to  do  so  in  the  future. 

The  research  programs  for  which  additional  funds  are 
requested  in  the  1973  NIH  budge t--cancer ,  arteriosclerosis, 
lung  diseases,  sickle  cell  anemia,  and  population  research- -ar: 
often  referred  to  as  "special  emphasis"  programis ,    TsTiile  these 
programs  do,  indeed,  receive  special  emphasis,  each  of  the 
Institutes  has  in  addition  some  half  dozen  or  m.ore  areas  whic? 
it  describes  as  "new  initiatives"  or  "high  priority  program:s" 
or  "special  emphasis  program.s."    These  programs  are  highlight 
because  of  the- special  health  problems  they  represent  or  beca 
of  the  special  opportunities  for  progress  they  offer. 
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These  concerns  of  the  Institutes  are  often  overlooked 
by  those  who  think  of  the  NIH  activities  mainly  in  terms  of 
free-ranging  research,  and  who  regard  the  regular  research 
grant  as  the  Federal  Government's  chosen  instrument  for 
supporting  medical  research  in  academic  institutions  and 
hospitals.     Since  1948,  NIH  has  been  highly  successful  in 
managing  a  rapidly  expanding  program  in  a  V7ay  that  subjected 
the  academic  comm.unity  to  a  minimum  of  bureaucratic  interfere: 
vith  its  conduct  of  research.     Despite  the  very  considerable 
competence  and  high  repute  of  its  ov.m  scientific  staff  and 
advisors,  the  NIK  has  never  thought  it  appropriate- -or ,  indee 
feasible--to  attempt  to  direct  the  entire  national  miedical 
research  effort.     On  the  contrary,  NIH  has  alvjays  felt  that  i 
medical  research  the  maximum  freedom  for  the  investigator  is 
condition  for  maxim.um  creativity. 

The  effectiveness  of  the  system  is  manifest,  on  the  one 
hand,  in  the  remarkable  gro\-7th  of  Am.erican  capability  in  the 
biomedical  sciences  and,  on  the  other  hand,   in  the  tremendous 
advances  in  medical  practice  and  in  basic  knowledge  which  th£ 
enhanced  capability  has  brough  about. 
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NIH's  free-enterprise  philosophy  and  the  managerial 
system  that  has  evolved  from  it  have  tended  to  obscure  the 
fact  that  NIH  is --and  alv;ays  has  been- -a  miss  ion -oriented 
agency  v;ith  quite  specific  goals  that  it  wishes  to  achieve. 
While  its  central  task  has  been  to  build  and  sustain  the  nat 
capability  for  medical  research,  its  primary  prupose,  as  an 
agency  of  the  Department  of  Health,  Education,  and  Welfare, 
to  improve  the  health  of  the  Am.erican  people. 

In  summary,  the  role  of_  the  Federal  Government  in  suppc 
of  research  is  to  provide  the  tools  and  resources  for  the 
advancement  of  1-mov7ledg£  on  behalf  of  human  health  and  \weLl~ 
and  to  broaden  the  base  of  that  knowledge.     It  also  helps  cr 
and  sustain  a  clim.ate  in  V7hich  biom.edical  research  can  flour 

I  know  that  that  is  the  kind  of  climate  that  exists  at 
these  laboratories.     I  know  that  your  goal  is  the  fostering 
creativity  and  the  pursuit  of  excellence.     That  is  why  I  hav 
the  highest  hopes  for  the  quality  and  significance  of  the  wo 
that  will  be  done  here. 

I  wish  you  every  success  as  you  embark  on  your  import an 
and  life-saving  mission. 
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THE  ROLE  OF  THE  FEDERAL  GOVERNMENT 
IN  SUPPORT  OF  BIOMEDICAL  RESEARCH 

By 

Hobert  Q.  Marston,  M.D. 

I  have  often  described  the  biomedical  research  enterprise 
in  this  country  as  a  consortium  of  agencies  and  institutions 
working  toward  a  common  goal.     Today,  I  would  like  to  examine 
the  role  of  the  Federal  partner  in  this  enterprise,  drawing 
primarily  for  illustration  on  the  mission  and  work  of  the  National 
Institutes  of  Health. 

In  the  long  run  the  state  of  health  in  this  country  and  the 
individual  citizen's  prospects  for  a  long  and  productive  life 
depend  on  the  initiative  and  imagination  with  which  our 
scientists  pursue  the  advancement  of  knowledge.     Thus  a  basic 
strategy  of  the  Federal  health  effort  is  to  emphasize  those 
activities  such  as  research  which,  in  the  long  run,  will 
fundamentally  improve  the  health  prospects  of  the  Nation. 


To  be  presented  at  the  International  Endotoxin  Conference, 
Airlie  House,  June  1,  1972. 
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The  history  of  medical  research  in  this  country  is  therefore 
in  large  measure  a  history  of  the  involvement  of  the  Federal 
Government  in  seeking  the  solution  to  national  health  problems. 
Until  late  in  the  19th  century,  American  medicine  vjas  dependent  on 
the  advances  made  by  such  pioneers  as  Pasteur,  Koch,  Lister  and 
Ehrlich  in  the  great  European  universities  and  medical  schools. 

Our  government  first  became  involved  in  medical  research  in 
a  public  health  context  when  a  "laboratory  of  hygiene"  was 
established  at  the  U.S.  Marine  Hospital  on  Staten  Island,  New  York 
The  laboratory's  primary  concern  was  to  deal  with  cholera  and  othe 
infectious  diseases  arising  from  the  increasing  numbers  of 
immigrants  arriving  in  the  Port  of  New  York.     CXit  of  this  very 
specialized  function,   the  laboratory  and  its  successor,  the 
National  Institute  of  Health--gradually  developed  aVi  expanding 
national  program  of  research  on  infectious  diseases  during  the 
late  19th  and  early  20th  centuries. 

It  was  not  until  the  National  Cancer  Act  of  1937  that  a 
major  effort  was  made  to  investigate  the  most  complex  of  chronic 
diseases.     This  legislation  created  the  National  Cancer  Institute, 


later  incorporated  into  the  National  Institutes  of  Heal  th,  and 
helped  establish  the  precedent  for  research  through  grants-in-aid 
to  non-Federal  scientists. 

The  enactment  cf.the  Public  .Bealth  Service  Act  of  1944  gave 
the  Surgeon  General  broad  authorization  to  foster,  conduct, 
support  and  cooperate  in  research  relating  to  health  and  disease. 
Authority  to  av7ard  funds  for  non-Federal  research  and  research 
training,  until  then  limited  to  cancer,  was  extended  to  health  j 

problems  generally.  j 

I 

The  success  of  research  in  solving  major  problems--includin£  | 
medical  and  health  problems- -connected  with  the  national  effort 
during  World  War  II  did  much  to  encourage  postwar  public 
investments  in  science  and  technology.     Research  activities  in 
all  sectors  of  the  Nation--acaaemic ,  industrial,  governmental- - 
began  to  expand;  research  became  more  professionalized;  and 
sponsorship  patterns  began  to  shift. 

The  rapid  growth  in  Federal  support  for  biomedical  research 
is  essentially  a  phenomenon  of  the  past  25  years.     In  1947  the 
total  national  investment  in  biomedical  research  and  development 
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was  about  $87  million,  and  today  it  is  roughly  $3.3  billion. 
There  was  a  plateau  in  NIH  funding  from  1967  to  1970,  but  the 
downward  drift  was  checked  in  1971.     In  fact,  the  NIH  budget 
for  the  research  Institutes  ^^nd  divisions  has  increased  about 
40  percent  in  two  years  to  a  total  of  almost  $1.5  billion  in 
1972. 

Today  the  NIH  accounts  for  almost  60  percent  of  all  Federal 
support  for  biomedical  research  and  development,  and  its  role  is 
larger  than  the  figures  indicate  because  most  of  its  support  is 
to  nonprofit  institutions,  particularly  universities,  which 
currently  receive  some  $800  million  each  year. 

NIH  presently  supports :  ■ 

about  11,200  research  grants  in  the  amount *of  $676  million 
about  2,100  training  grants  for  some  $131  million; 
about  4,000  fellowships  and  career  development  awards  at 
about  $25  million. 

The  rapid  and  significant  growth  of  NIH,  and  of  biomedical 
research  in  general,  has  been  concurrent  with  a  new  concern  for 


reordering  priorities,  growing  consumerism,  changing  economic 
relationships  internationally  and  domestically,  continuation  of  th 
civil  rights  struggle,  and  a  sense  of  the  urgency  of  problems  of 
the  ghetto,  of  population,  of  pollution,  and  of  possible 
exhaustion  of  vital  resources. 

It  is  inevitable  then  that  biomedical  science,  now  a  very 
sizable  enterprise,  would  be  a  topic  of  concern  for  non-scientist 
and  indeed  for  the  political  process. 

Another  compelling  reason  for  its  public  visibility  is  the 
increasingly  urgent  problem  of  the  delivery  of  health  services 
to  the  American  people.     Such  societal  pressures,  expectations 
and  hopes,  predictably  have  had  a  significant  impact  on  the  ways 
in  which  the  increased  funds  have  been  distributed.     Thus,  of 
the  40  percent  increase  I  mentioned  earlier- -roughly  $400  million- 
$200  million  is  invested  in  cancer,  $60  million  in  cardiovascular 
$30  million  in  population  research,  earmarked  to  a  greater  degree 
than  in  the  past  for  expenditure  through  centrally  programmed 
targeted  efforts. 


Equally  significant  as  the  increased  targeting,  has  been 
the  great  effort  by  professional  and  lay  groups  to  gain  additional 
visibility  for  the  area  of  their  particular  interest.     You  all 
know  about  the  pressures  in  the  fields  of  cancer  and  heart  disease. 
Campaigns  have  also  been  mounted,  and  legislation  introduced,  to 
confer  Institute  status  and  to  increase  the  amount  of  support  in 
such  areas  as  population,  gerontology,  gastroenterology,  sickle 
cell  disease,  and  kidney  disease. 

This  kind  of  concentration  of  purpose  and  resources  runs  head  . 
on  against  a  history  of  evidence  that  major  innovations  in  medicine 
have  emerged  largely  as  the  result  of  the  work  of  individuals  and 
small  groups  pursuing  ideas  arising  out  of  their  ox-m  experience 
and  reflecting  their  personal  creativity.     Yet  we  have  already 
taken  significant  steps  toward  a  new  way  of  doing  business:  the 
targeted  program  approach  to  research,  reminiscent  of  some  of  the 
successful  programs  in  technology  and  development.     The  advocates 
for  these  two  positions  have  become  in  some  ways  more  highly 
polarized  than  was  the  case  a  few  years  ago.  Fortunately, 
increased  support  overall  has  made  it  possible  to  accommodate  the 


emphasis  on  targeted  research  without  serious  disruption  of 
investigator-initiated  research. 

As  Director  of  NIK,  I  have  supported  both  targeted  programs 
and  regular  research  projects  on  the  grounds  of  what  I  believe  to 
be  sound  philosophy.     However,  in  recognition  of  the  fact  that 
undifferentiated  research  far^s  less  will  in  non- scientific 
decision  making  than  the  highly  visible  targeted  programs,  I  have 
swung  my  weight  when  possible  toward  the  maintenance  of 
investigator-initiated  research  projects,  and  I  shall  continue  to 
to  do  so  in  the  future. 

The  research  programs  for  which  additional  funds  are 
requested  in  the  1973  NIH  budget--cancer ,  arteriosclerosis,  lung 
diseases,  sickle  cell  anemia,  and  population  research--are  often 
referred  to  as  "special  emphasis"  programs.     While  these  programs 
do,  indeed,  receive  special  emphasis,  each  of  the  Institutes  has 
in  addition  some  half  dozen  or  more  areas  which  it  describes  as 
"new  initiatives"  or  "high  priority  programs"  or  "special  emphasi 
programs."    These  programs  are  highlighted  because  of  the  special 
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health  problems  they  represent  or  because  of  the  special  * 
opportunities  for  progress  they  offer. 

These  concerns  of  the  Institutes  are  often  overlooked  by 
those  who  think       the  IsTti  -scitTvlti^es  Tv.ainly  in  terms  of 
free-ranging  research,  and  who  regard  the  regular  research 
grant  as  the  Federal  Government's  chosen  instrument  for 
supporting  medical  research  in  academic  institutions  and  hospitals. 
Since  1948,  NIH  as  been  highly  successful  in  managing  a  rapidly 
expanding  program  in  a  way  that  subjected  the  academic  community 
to  a  minimum  of  bureaucratic  interference  with  its  conduct  of 
research.     Despite  the  very  considerable  competence  and  high  repute 
of  its  o;m  scientific  staff  and  advisors,  the  NIH  has  never  thought 
it  appropriate--or ,  indeed,  feasible--to  attempt  to  direct  the 
entire  national  medical  research  effort.     On  the  contrary,  NIH 
has  always  felt  that  in  medical  research  the  maximum  freedom  for  the 
investigator  is  a  condition  for  maximum  creativity. 

The  effectiveness  of  the  system  is  manifest,  on  the  one  hand, 
in  the  remarkable  growth  of  American  capability  in  th  e  biomedical 


sciences  and,  on  the  other  hand,  in  the  tremendous  advances  in 
medical  practice  and  in  basic  knowledge  which  that  enhanced 
capability  has  brought  about. 

NIH's  free-enterprise  philosophy  and  the  managerial  system 
that  has  evolved  from  it  have  tended  to  obscure  the  fact  that  NTH 
is--and  always  has  been--a  mission-oriented  agency  with  quite 
specific  goals  that  it  wishes  to  achieve.     While  its  central 
task  has  been  to  build  and  sustain  the  national  capability  for 
medical  research,  its  primary  purpose,  as  an  agency  of  the 
Department  of  Health,  Education,  and  Welfare,  is  to  improve  the 
health  of  the  American  people. 

In  summary,   the  role  of  the  Federal  Government  in  support  of 
research  is  to  provide  the  tools  and  resources  for  the  advancemen 
of  knowledge  on  behalf  of  hioman  health  and  well-being  and  to 
broaden  the  base  of  that  knowledge.     It  also  helps  create  and 
sustain  a  climate  in  which  biomedical  research  can  flourish. 
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A  FAVORABLE  OUTLOOK  ON  OPTOKETRYi' 


Robert  Q.  Marston,  M.D. 
Director 
National  Institutes  of  Health 
Bethesda,  Maryland 


It  is  a  great  pleasure  for  me  to  participate  with  you  in 
your  Centennial  Coinmencernent  Ceremony,  marking  a  century  of 
optometric  education  not  only  for  the  Illinois  College  of 
Optometry,  but  for  the  entire  nation  as  well.     As  the  oldest 
school  of  optometry  in  America,  Illinois  carries  a  long  and 
distinguished  record  of  achievement  and  service,  and  I  was 
pleased  to  discover  that  nearly  40  percent  of  the  practitioners 
in  your  profession  are  graduates  of  this  school.     This  has  been 
a  century  of  birth,  grot;th  and  maturity  for  your  profession,  as 
well  as  for  your  school.     And  it  is  appropriate  today  for  us  to 
consider  the  opportunities  which  now  lie  ahead  for  the  members 
of  this  class  and  for  the  entire  optometric  profession. 

The  85  graduates  here  today  have  just  com.pleted  a  long  and 
concentrated  education  and  are  about  to  begin  their  life's  work 


To  be  presented  at  Illinois  College  of  Optometry's  Centennial 
Graduation  Ceremony,  June  4,  1972,  Chicago,  Illinois. 
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You  have  chosen  a  career  that  offers  many  rewards,  both  in 
satisfactions  and  security  for  yourselves  and  your  families 
and  in  opportunities  to  serve  others.     Fortunately  for  all 
of  us,  you  are  among  those  whose  career  affords  you  the 
opportunity  to  practice  your  skills  and  apply  your  knowledge 
in  a  field  where  there  is  considerable  need. 

Almost  as  though  it  were  a  weather  report  or  a  horoscope, 
the  Labor  Department's  new  Occupational  Outlook  Handbook  lists 
the  employment  prospects  for  the  health  professions:  For 
optometrists,  the  chart  sho-.vs  "Favorable  Outlook.  Estimated 
Employment,  1970,  18,000.     Average  annual  openings  to  19£0,  800. 
But  what  the  publication  does  not  say  is  that  we  vjill  be 
graduating  nearly  700  new  optometrists  this  year,  more  than  100 
fewer  than  the  800  annual  openings  we've  just  mentioned.  Despit 
a  growing  number  of  optometrists  practicing  in  this  country,  our 
ratio  of  optometrists  per  population  remains  at  just  slightly 
more  than  9  per  100,000.     The  optimum  ratio  recognized  by  the 
American  Optometric  Association  is  one  optometrist  for  every 
7,000  persons,  a  rate  of  14.3  per  100,000  population. 
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This  is  not  the  kind  of  situation  that  I  would  describe 
as  "favorable"  in  outlook.     It  is  certainly  not  favorable  for 
the  thousands  of  youngsters  who  are  well  into  school  before 
their  vision  problems  are  detected.     It  certainly  isn't  viewed  as 
favorable  by  minority  patients  who  can't  help  but  notice  that 
only  a  small  fraction  of  the  nation's  optometrists  are  from 
minority  groups. 

Unfortunately,  these  and  related  problems  are  found  throughou 
the  health  field.     With  more  than  4%  million  employees,  the 
health  industry  has  become  the  nation's  largest  employer.  Our 
supply  of  health  workers  had  doubled  in  just  the  past  decade. 
Yet  the  problem  of  access  to  health  care  for  vast  numbers  of  our 
population  does  not  seem  to  be  greatly  improved,  if  at  all. 

Since  1950,  the  number  of  physicians,  for  example,  has 
risen  by  more  than  100,000--to  a  total  of  about  334,000,  yet  we 
don't  seem  to  have  enough  to  go  around.     Nevertheless,  the 
competition  to  get  into  the  schools  of  the  health  professions 
is  keener  than  ever,  with  thousands  of  qualified  applicants  being 
turned  away. 


It  is  only  natural  that  people  are  beginning  to  ask  why 
there  is  still  a  health  manpower  problem  and  wondering  why 
the  gains  that  have  been  made  are  not  being  felt  in  the  community. 

The  causes  of  our  health  manpower  problems,  even  though 
they  may  be  familiar  to  you,  are  worth  mentioning  again,  so  you 
may  judge  how  your  own  career  plans  can  help  improve  the  situation. 

Much  of  the  new  manpower,  of  course,  has  gone  simply  to  take 
care  of  the  nation's  rapidly  rising  health  workload.     Demands  for 
health  manpov7er  have  been  increasing  steadily  with  the  size  of 
the  nation's  population  and  increased  consumer  income.  Other 
factors  driving  demands  for  health  care  upward  have  been  the 
rising  educational  attainment  of  the  public,  expanded  insurance 
coverage,  and  public  commitments  to  extend  health  services  through 
programs  such  as  Medicare  and  Medicaid. 

Trends  within  the  health  professions-- toward  specialization 
and  away  from  the  inner  city  and  rural  areas,  where  the  needs  are 
greatest--have  tended  to  aggravate  the  problem.     These  problems 
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of  numbers,  location,  and  specialty  are  further  compounded  by 
serious  racial  imbalances.     The  nation's  23.5  million  black 
citizens- -11 . 5  percent  of  the  population--are  not  only  underserve< 
in  terms  of  health  care,  but  in  terms  of 'their  participation  in 
the  health  professions  they  account  for  but  2  percent  of  the 
nation's  physicians,  2.7  percent  of  the  dentists  and  5.7  percent 
of  the  professional  nurses.     Clearly  there  is  much  to  be  done 
to  improve  the  motivation  to  enter  the  health  field,  to  ease  the 
economic  pressures,  and  ±n  some  cases  improve  the  quality  of 
minority  education  which  too  often  handicaps  the  minority  student 
in  competing  for  admission  to  the  nation's  health  professions 
schools . 

In  this  regard  I  was  particularly  pleased  to  note  last 
fall  that  the  American  Optometric  Association  and  its  black 
counterpart,  the  National  Optometric  Association,  began  an  active 
minority  recruiting  pro-gram.  Participants  at  a  meeting  held  here 
to  launch  the  campaign  faced  squarely  the  fact  that  there  are  onl 
about  150  black  optometrists  in  the  nation  to  serve  the  vision  ca 
needs  of  22  million  black  people.     I  was  interested  that  the 


conference  addressed  the  problem  of  increasing  minority 
participation  in  optometry  not  only  from  the  standpoint  of 
adding  to  minority  enrollment  in  optometry  schools,  but  also 
recognized  that  the  few  minority  optometrists  we  now  have  are 
not  for  the  most  part  practicing  in  inner  city  or  rural  areas 
in  the  deep  south. 

Dr.  Richard  L.  Hopping,  President  of  the  American 
Optometric  Association,  recently  called  further  attention  to 
this  problem  when  he  addressed  the  New  England  Council  of 
Optometrists.     Dr.  Hopping  said  that  white  surburban  optometris 
should  Ldke  OP.  part- time  responsibilities  for  urban  optorrietric 
services.     He  called  for  the  recruitment  of  minority  city 
dwellers  into  optometry,  the  involvement  of  optometrists  in 
planning  community  health  care  centers,  and  urged  local 
optometric  societies  to  help  young  optometrists  in  starting 
practices  in  underserved  areas. 

By  its  own  admission,  and  in  comparison  with  other  health 
professions,  optometry  has  come  late  to  the  realization  of  the 
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need  for  increased  minority  participation.     But  now  the 
profession  seems  to  be  making  up  for  lost  time  through  actions 
which  can  only  serve  to  improve  optometry  as  a  whole  and  add  to 
its  esteem  and  importance  in  urban  communities. 

It  is  quite  evident  that  problems  such  as  minority 
participation  in  the  health  professions  and  the  distribution 
of  health  care  are  not  going  to  solve  them.selves.     But  they 
can  be  solved  if  we  work  at  them.     The  Comprehensive  Health- 
Manpower  Training  Act  of  1971,  enacted  last  November,  gives 
us  seme  of  the  tools.     It  contains  several  programs  V7hich 
will  have  an  impact  on  the  shape  of  your  profession  in  the  years 
to  come. 

To  encourage  the  schools  of  the  health  prof essions--medicine , 
osteopathy,  dentistry,  optometry,  podiatry,  pharmacy,  and 
veterinary  medicine--to  expand  their  enrollments,  the  new  law 
includes  a  capitation  grant  program.     Schools  now  receive  funds 
on  the  basis  of  their  size  of  enrollment  and  their  assurance  to 


expand  by  at  least  a  given  minimum.     Bonuses  are  provided  for 
schools  which  expand  beyond  the  minimijim  levels.     The  Bureau  of 
Health  Manpower  Education  reports  that  a  number  of  schools  of 
optometry  have  already  responded  to  this  incentive.     All  12  of 
the  schools  have  applied  for  the  capitation  grants,  which  requires 
them  to  assure  a  minimum  increase  of  enrollment.     Two  have 
indicated  they  will  exceed  the  minim.ums  in  order  to  qualify  for 
bonus  funds . 

The  Act  also  supports  the  construction  of  health  professions 
schools  through  grants,  loan  guarantees,  and  interest  subsidies. 

This  expands  an  effort  which  was  begun  in  1964.  Construction 
awards  to  schools  of  optometry  during  the  past  eight  years  have 
totaled  more  than  $7  million  and  made  possible  the  addition  of 
181  first-year  places.     Since  1966,  institutional  grants  and 
special  project  grants  to  schools  of  optometry  have  amounted  to 
more  than  $14.5  million  to  help  finance  and  improve  existing 
optometry  programs.     Since  1967,  1,115  optometry  students  have 
received  scholarships  totaling  more  than  $750,  000  and  loans  of 
more  than  $3.8  million  to  finance  their  education. 


Loan  and  scholarship  assistance  to  the  student    has  been 
increased,  with  maximums  now  raised  to  $3,500  a  year.  Loan 
forgiveness  provisions  have  been  added  for  students  who  agree 
to  practice  in  shortage  areas.     There  are  new  programs  to  train 
teachers  in  the  health  professions,  and  new  Health  Manpower 
Initiative  Awards  to  finance  health  education  for  underserved 
areas . 

This  last  group  of  awards  provides  a  minimum  of  $5  million 
annually  to  encourage  miinority  students  to  pursue  health 
careers  and  to  help  qualify  those  students  for  entry  into  the 
professional  schools.     It  also  includes  support  for  projects  to 
encourage  new  or  more  effective  approaches  to  the  organization 
and  delivery  of  health  services  in  underserved  areas. 

This  important  legislation  is  just  the  latest  chapter  in 
the  Federal  effort  to  solve  the  nation's  health  manpower 
problem.     The  transfusion  of  more  than  $1.4  billion  over  the  pas 
nine  years  into  the  schools  of  the  health  professions  has  helped 
invigorate  them  to  the  greatest  spurt  of  growth,  improvement, 
and  innovation  since  the  modern  system  of  health  professions 
education  was  established. 


Two  new  schools  of  optometry  have  been  established  in  the 
past  decade,  and  the  number  of  optometry  graduates  has  risen 
from  300  ten  years  ago  to  about  700  today. 

Within  the  schools  the  trend  is  toward  shortened  curricula, 
more  electives,  the  integration  of  educational  goals  with  the  needs 
of  the  community,  and  the  development  of  auxiliary  manpov:er.  In 
addition,  the  schools  of  optometry  have  expanded  their  range  of 
concerns  to  include  work  with  such  groups  as  brain-damaged  children, 
geriatric  patients  and  juvenile  delinquents. 

Our  manpOv7er  experts  tell  us  that  in  the  field  of  optometry, 
we  may  see  a  much  wider  use  of  auxiliary  personnel.     They  expect 
a  growing  emphasis  on  trained  assistants  and  aides  to  augment  the 
professionals  in  the  delivery  of  services. 

The  development  of  this  profession  cannot  be  considered  in 
a  vacuum,  however.     Long  established  roles  within  the  health 
professions  are  going  through  some  rather  rapid  changes,  and  the 
issues  and  problems.related  to  these  changes  cannot  be  sidestepped. 
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Many  of  these  issues  will  be  resolved  during  the  next  several 
years- -and  the  outcome  will  reflect  not  only  how  much  your 
profession  can  contribute  to  the  provision  of  health  services 
but  how  effectively  you  make  your  contributions  and  potentials 
known  to  the  assorted  agencies  and  institutions  who  collectively 
are  determining  the  shape  of  the  health  professions  for  the  future. 

Optometrists  are  already  represented  on  such  governmental 
advisory  groups  as  the  National  Advisory  Council  on  Health 
Professions  Education,  the  National  Advisory  Eye  Council  of  the 
National  Eye  Institute,  and  the  National  Highway  Safety  Advisory 
Committee.     I  know  that  optcm:etry  representatives  are  v:crking 
very  hard  to  gain  additional  representation  for  your  profession 
in  programs  which  are  relevant  to  your  concerns . 

The  increased  efficiency  that  comes  from  proper  utilization 
of  auxiliary  personnel  is  undeniable  and  substantial.  More 
important,  however,  auxiliaries  also  influence  the  quality  of 
care  you  are  able  to  deliver  to  your  patients.     The  Bureau  of 
Health  Manpower  Education  believes  that  all  branches  of  health 
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care  will  experience  the  same  benefits  as  those  who  have  already 
made  the  effort  to  examine  their  practice  critically,  to 
determine  those  activities  which  do  not  require  the  extensive 
expertise  of  the  highly  trained  practioner,  and  to  teach  someone 
else  to  carry  out  those  functions. 

Any  avenue  that  promises  to  improve  efficiency,  maintain 
the  quality  of  care,  and  produce  savings  must  be  explored.  And 
this  search  for  efficienc}''  must  go  on  amon^  the  various  professic 
as  well  as  V7i thin  the  individual  specialties.     I  do  not  propose 
to  prescribe  the  relationship  that  should  exist  between  medicine 
and  optometry,   for  example,  nor  do  1  wish  to  advocate  any  specif i 
proposal  at  this  time.     But  I  think  we  must  recognize  that  the 
relationships  among  the  health  professions  are  indeed  changing. 
They  change  as  a  result  of  the  rising  health  demands  of  a  growing 
public;  they  change  as  a  result  of  inadequacies  within  the  health 
prof essions--inadequacies  of  numbers,  geographic  maldistribution 
and  the  maldistribution  among  the  various  medical  specialties;  an 
finally  the}''  change  as  we  find  better  ways  of  doing  things. 


The  scope  and  interests  of  the  professions  themselves  are 
changing,  as  well.     Witness  the  evolution  of  optometrists  from 
Renaissance  spec tacle-m.akers  into  today's  vision  care  specialists 
concerned  with  problems  ranging  from  industrial  visual  efficiency 
to  rehabilitation  of  the  partially  sighted.     The  key  to  maintaini 
and  developing  excellence  in  any  scientifically  based  endeavor  is 
advanced  education  and  research.     Without  an  active  research 
component  any  health  profession  stagnates,  teaching  becomes 
pedantic  and  boring,  and  the  quality  of  care  at  best  remains  at 
status  quo.     With  its  concern  for  increased  professionalism,  mode 
optometry  has  recognized  the  importance  of  research,  exemplified 
the  research  programs  at  the  various  schools  of  optom.etr^^  and  the 
formation  of  the  American  Academy  of  Optometry  and  the  American 
Optometric  Foundation. 

Yet  it  is  true  that  the  great  majority  of  entering  optometri 
students  have  no  thought  of  pursuing  careers  in  academic  optometr 
or  optometric  research,  nor  does  such  an  interest  develop  during 
their  academic  traiTiing.     Two    few  receive  the  kind  of  training 
which  would  enable  them  to  conduct  vision  research.  Yet 


research  opportunities  for  those  with  optometric  training  is 
potentially  great.     Their  special  skills  could  be  brought  to 
bear  upon  a  number  of  important  problems  including  the  scientifi( 
evaluation  of  low  vision  aids,  the  development  and  evaluation  of 
automated  vision  testing  devices,  and  studies  of  the  vision 
requirements  of  jobs  and  everyday  activities  and  their  bearing 
on  the  abilities  of  the  partially- sighted. 

I  understand  that  the  staff  of  our  National  Eye  Institute 
has  recently  been  engaged  in  discussion  with  representatives  of 
the  optom.etric  research  community  to  explore  ways  of  expanding 
and  intensifying  optometric  research  and  to  increase  the  potenti 
for  NIH  support  of  such  activities. 

And  so  the  outlook  for  your  profession  is  favorable-- favora 
in  terms  of  opportunity  and  the  excitement  of  innovation  and  cha 

Just  as  no  single  factor  can  account  for  our  health  care 
problems,  neither  can  we  expect  to  solve  them  through  one 
approach.     Nor  can  we  expect  one  group  within  the  health 
community  to  shoulder  the  entire  responsibility  for  solving  ever. 
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all  the  limited  problems  within  the  group  *s  purview.     But  V7e  can 
look  to  this  class  and  ask  and  hope  for  a  breadth  of  thought 
that  recognizes  the  vastness  of  the  health  field,  its  capacity 
for  serving  the  public,  and  the  significant  increase  in  that 
capacity  if  we  will  all  cooperate  in  the  development  of  viable, 
improved  approaches  to  providing  health  care. 

In  your  practice,  through  your  organizations,  as  concerned 
and  capable  citizens  of  your  community,  I  am  sure  you  will  utilize 
every  measure  of  skill  and  wisdom  you  have  gained  in  your  years 
of  education,  in  the  fine  tradition  of  this  century-old  school. 
A  continued  education--and  the  opportunity  for  service--lie  ahead. 
I  congratulate  you  and  wish  you  well. 
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OLD  TRUTHS  IN  NEW  WRAPPINGS-'' 

Robert  Q.  Mars  ton,  M.D. 
Director 
National  Institutes  of  Health 
Bethesda,  Maryland 

Members  of  the  graduating  classes,  your  families,  Board 
of  Trustees,  Dr.  Cameron,  President  Shober,  Deans  DiPalma, 
Devlin,  Bandi,  Representative  Flood,  other  distinguished  guests, 
ladies  and  gentlemen. 

•The  age-old  rythmn  of  man's  struggle  with  life  and 
death,  the  ebb  and  flow  of  the  tides  and  other  natural 
phenomena,  and  the  sameness  of  commencement  addresses  across 
this  country  at  this  tim.e  of  year  are  unlikely  to  be  markedly 
changed  by  what  happens  here  in  Philadelphia  during  the  next 
hour  or  so.     But  the  pause  which  we  are  taking  to  honor  and 
to  recognize  and  to  wish  well  those  who  move  out  into  the 
health  fields  does  constitute  a  high, order  of  seriousness. 
Indeed  in  the  25  years  since  my  own  graduation  from  medical 
school,  during  which  I  have  attended  about  the  same  number 
of  commencements  in  one  place  or  another,  I  continue  to  be 
struck  at  each  by  the  willing  roles  played  by  wives,  husbands, 
and  children  and  other  members  of  the  family  in  making  the 
long  and  often  costly  education  possible,  by  the  sense  of 
"anticipation  following  a  long  and  generally  tough  period  of 

*To  be  presenced  at  125th  Ct:)mmencement  at  Hahnemann  Medical 
College  and  Hospital,  Philadelphia,  Pennsylvania  on  June  8,  197 


training  by  the  graduates  themselves,  and  by  the  sense  of 
significant  accomplishment  which  marks  commencements  in  the 
health  sciences  as  somewhat  different  from  commencements 
in  general. 

I  am  pleased  to  be  with  you  to  share  in  your  own 
private  thoughts  and  pride  in  this  graduation  but  also  to 
invite  you  to  look  more  broadly  at  this  commencement  to 
see  it  a  bit  perhaps  as  I  do,  as  a  Federal  official  who 
during  the  past  half  dozen  years  has  served  at  the  national 
level  across  the  spectrum  of  biomedical  research,  education 
in  the  health  area,  and  at  an  earlier  stage  in  the  Federal 
programs  involving  the  organization  and  delivery  of  health 
services.     Viewed  from  this  perspective,  as  my  title  suggests, 
1  find  that  the  truths  remain  very  much  the  same  but  the 
way  in  which  they  are  packaged  or  wrapped  may  give  us  trouble 
sometimes  in  seeing  the  contents  because  of  the  glitter  of 
the  wrappings.     A  writer  seeking  headlines  might  summarize 
vhat  I  intend  to  say  to  you  today  as  follows:     Marston  cautioned 
against  targeted  programs  in  biomedical  research,  against 
excesses  of  the  new  consumerism,  and  he  worried  that  too  much 
money  might  corrupt  the  medics.     I  have  indeed  chosen  to  speak 
on  these  matters  but  my  most  important  message  is  that  you're 
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exquisitely  educated  in  substantive  matters  and  that  your 
main  prospect  for  contributions  lies  in  the  low  profile  of 
expertise.    While  as  humans  we  are  all,  thankfully,  also 
creatures  of  emotion  with  hopes  and  desires--some  realistic, 
some  not--this  commencement  exercise  certifies  that  you  have 
an  unusually  cultivated  intellect.     Recall  that  Horace  Mann 
in  184S,  in  the  very  year  that  Hahnemann  College  was  founded, 
asserted,  "Without  a  cultivated  intellect,  man  is  among  the 
weakest  of  all  the  dynamic  forces  of  nature;  with  a  cultivated 
intellect,  he  commands  them  all."  • 

Let  me  turn  first  to  speak  about  the  usefulness  of 
science  in  the  medical  field--whai:  things  it  can  do  and  what 
things  it  cannot  do;  secondly,   to  talk  about  the  new  consumerism- 
its  strengths  and  some  of  its  weaknesses;  and  third,   to  focus 
on  the  hopes  and  fears  of  the  American  people--in  general, 
and  in  matters  of  health  specifically. 

Science  and  Medicine 

The  discovery  of  the  power  of  the  experimental  approach 
may  indeed  prove  to  be  the  dominant  feature  of  the  20th  Century. 
The  experimental  approach  is  the  most  powerful  instrument  for 
seeking  the  truth.     Former  Chief  Justice,  Charles  E.  Hughes 
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stated  it  very  well  at  the  American  Association  for  the 
Advancement  of  Science  Annual  Meeting  in  1925: 

"If  to  an  increasing  degree  we  have  the  security  of 
sound  public  opinion,  if  the  extravagances  and  diatribes  of 
political  appeal  fail  of  their  object,  and  if,  notwithstanding 
the  apparent  confusion  and  welter  of  our  life,  we  are  able 
to  find  a  steadiness  of  purpose  and  a  quiet  dominating 
intelligence,   it  is  largely  because  of  the  multitude  of  our 
people  who  have  been  trained  to  a  considerable  extent  in  the 
scientific  method,  who  look  for  facts,  who  have  cultivated 
the  habit  of  inquiry  and  in  a  thousand  callings  face  the 
tests  of  definite  investigations.    With  scientific  applications 
on  every  hand,   the  American  people  are  daily  winning  their 
escape  from  the  danger  of  being  fooled. , .We  need  your  interest 
in  knowledge  for  its  own  sake;  the  self-sacrificing  ardor 
of  your  leaders;  your  ceaseless  search  for  truth;  ^our 
distrust  of  phrases  and  catch-words;  your  rejection  of  every 
plausible  counterfeit;  your  willingness     to  discard  every 
disproved  theory  however  honored  by  tradition,  while  you 
jealously  conserve  every  gain  of  the  past  against  madcap 
assault;  your  quiet  temper,  and,  above  all,  your  faith  in 
humanity  and  your  zeal  to  promote  the  social  welfare.    We  need 
your  horizon,  your  outlook  on  the  world." 
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But  on  the  other  side  of  the  coin  is  to  expect 
unrealis tically  the  experimental  approach  to  solve  all  human 
problems.     Even  in  the  area  of  disease  where  the  experimental 
approach  has  produced  such  brilliant  benefits  many  problems 
are  not  science-based.     These  vould  include  cancer  associated 
with  cigarette  smoking  where  motivation , not  new  knowledge, 
constitutes  the  deficit.     In  some  hereditary  diseases  it 
seems  unlikely  that  any  methods  other  than  selective  exclusion 
of  marriages  will  be  effective.    And  some  aspects  of  pollution 
and  environmental  problems  will  depend  primarily  on  social 
trade-offs,  rather  than  on  the  development  of  new  knowledge. 
In  general,   the  really  serious  problems  of  man  have  been 
resistant  to  drastic  political  and  economic  remedies  and  in 
contrast  there  have  been  dramatic  successes  in  research  and 
technology,  and  as  a  result  of  these  successes  there  is  a 
growing  demand  that  science  solve  the  problems  of  hmanity, 
even  when  there  are  questions  that  cannot  be  answered  by  science. 

I  spoke  at  some  length  on  this  subject  at  Woods  Hole 
about  a  year  ago.    Alvin  Weinberg  has  characterized  this  same 
theme  as  the  need  to  distinguish  between  science  and  what  he 
calls  trans-science.    While  I  have  tended  to  use  examples 
from  the  medical  field,  he  has  used  examples  from  his  own  field 
of  nuclear  energy.    For  example,  he  points  out  that  in  the 


important  matter  of  setting  acceptable  standards  for  low  levels 
of  radiation,  it  would  take  8  billion  mice  to  establish  a 
scientific  answer,  a  number  so  large  that  clearly  we  have 
used  and  will  use  other  ways  at  arriving  at  an  answer.  But 
in  addition  to  those  conditions  in  which  he  finds  that  science 
is  inadequate  simply  because  to  get  the  answers  would  be 
imrealis tically  expensive,  he  also  argues  that  science  may 
be  inadequate  because  the  basic  subject  matter  is  too 
variable,  such  as  in  the  social  sciences,  to  allow  rationalization 
according  to  the  strict  scientific  criteria  established  within 
the  natural  sciences.     Then  too,  science  may  be  inadequate 
simply  because  the  issues  themselves  involve  moral  and 
esthetic  judgments,  rather  than  scientific  truths. 

As  we  move  into  what  is  likely  to  be  a  period  of  even 
more  active  criticism  of  those  in  the  health  professions,  it 
is  essential  that  there  be  a  clear  understanding  of  the  nature 
and  limitation  of  the  role  of  medical  research  in  solving 
health  problems. 

We  are  NIH  are  committed  to  carry  out  as  effectively  as 
possible  not  only  those  high  emphasis  programs  growing  out  of 
an  expert  consensus  of  scientific  opportunity,  but  also  those 
programs  where  social  need  or  public  hopes  are  stronger  forces 
in  targeting  than  scientific  leads.     Population  research, 


sickle  cell  anemia,  arteriosclerosis  and  cancer  are  examples 
where  mixture  of  both  need  and  opportunity  exists.     There  is, 
however,  a  tendency  to  confuse  the  new  package-- the  targeted 
research  program--as  different  in  kind,   less  dependent  on 
creative  individuals  and  less  dependent  on  strict  use  of  the 
experimental  method.     Here  the  package  must  not  be  confused 
with  the  substance.     The  experimental  method  helps  to  find 
truth,  not  necessarily  a  social  remedy,  and  experiments  come 
out  as  they  come  out,  not  as  we  want  them  to  come  out. 

The  New  Consumerism 

I  just  mentioned  that  we  are  entering  a  phase  of  medicine 
in  which  I  believe  health  professionals  as  individuals,  and 
as  groups,  will  come  in  for  their  greatest  criticism  since 
Hippocrates.     Consimierism  has  extended  far  beyond  thrifty 
bargaining  at  the  market  place.     The  movement  has  brought  into 
question  institutions,  agencies,  professions,  and  industries, 
and  in  many  cases,  rightly  so.     One  effect  of  the  questioning 
already  is  to  expose  the  individual  physician  and  the  profession 
as  a  whole  to  a  level  of  criticism  unlike  that  experienced  by 
the  physician  in  modem  times.    You  and  your  professional 
colleagues  will  experience  this  new  adversary  relationship  in 
confrontations  ranging  from  threats  of  personal  malpractice  suits 
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to  the  questions  "Why  can't  you  cure  my  disease?"  or  'Vhy 
should  you  get  rich  off  of  my  pain?"    A  simple  defense  could 
be  to  engage  in  a  defensive  practice  of  medicine,  prescribing 
extra  laboratory  tests  and  X-rays  and  unnecessary  consultations 
more  for  your  own  protection  than  for  the  patients.     You  likely 
will  find  discouragement,  disappointment  that  your  altrusim 
and  above-average  workload  in  entering  this  field  of  service 
seem  to  go  unappreciated. 

In  the  past,  medical  students  and  other  health  workers 
were  warned  to  avoid  becoming  trapped  in  a  self  image  of 
God-like  proportions.     Remember  for  instance,  Robert  Louis 
Stevenson's  words,  "There  are  men  and  classes  of  men  that 
stand  above  the  common  herd:   the  soldier,  the  sailor,  and  the 
shepherd  not  infrequently;  the  artist  rarely,  rarelier  still, 
the  clergyman;  the  physician  almost  as  a  rule.     He  is  the 
flower  (such  as  it  is)  of  our  civilization;  and  when  that  stage 
of  man  is  done  with,  and  only  to  be  marvelled  at  in  history, 
he  will  be  thought  to  have  shared  as  little  as  any  in  the 
defects  of  the  period,  and  most  notably  exhibited  the  virtues 
of  the  race.     Generosity  he  has,  such  as  is  possible  to  those 
who  practice  an  art,  never  to  those  who  drive  a  trade; 
discretion,  tested  by  a  hundred  secrets;  tact,  tried  in  a 


thousand  embarrassments;  and  what  are  more  important,  Heraclean 
cheerfulness  and  courage.     So  that  he  brings  air  and  cheer  into 
the  sick  room,  and  often  enough,  though  not  so  often  as  he 
wishes,  brings  healing."    Most  cr  perhaps  all  of  you  were 
attracted  into  medicine,  as  I  was,  with  some  of  the  feeling  of 
what  Stevenson  is  saying.     As  one  who  has  strayed  into  the 
area  of  public  administration  where  criticism,  fair  and  unfair, 
is  well  within  the  rules  of  the  game,   let  me  alert  you  to  the 
shock  that  you  well-motivated  and  conscientious  people  may  be 
facing--for  your  moral  test  will  be  in  your  reaction  to  it. 
I  hope  you  can  avoid  c\nnicism-  which  can  be  more  destructive 
than  egotism.     I  hope  you  will  not  allow  yourselves  to  become 
entrenched  in  blind  defense  of  the  status  quo.     In  that  direction 
is  stagnation.     But  there  is,  as  always,  the  other  side  of  the 
question.     When  does  consumerism  intrude  inappropriately  into 
the  area  of  expertise?     The  package  labelled  consumerism 
does  not  automatically  insure  truth.     Selfish  people  for  personal 
advancement  fly  under  its  banner  but  I  am  even  more  concerned 
about  the  misguided  but  well-motivated  who  feel  that  a  pure 
heart  can  substitute  for  ignorance,  an  honest  tongue  for  lack 
of  competency  and  clever  criticism  for  substantive  contributions. 
Beware  of  those  who  seek  only  to  destroy,  not  build,  of  those 
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who  depend  only  on  the  heart,  not  the  mind  in  matters  of  health, 
but  at  the  same- time  be  alert  to  the  truths  that  they  also 
speak--that  medicine  is  for  people,  not  for  doctors,  or  other 
health  professionals  and  not  for  institutions  or  intellectual 
enjoyment. 

The  Hopes  and  Fears  of  Americans 

The  last  area  I  want  to  discuss  has  to  do  with  the  hopes 
and  fears  of  the  American  people  as  they  apply  to  health.  Let 
me  start  with  the  summary  of  two  public  opinion  surveys  carried 
out  in  January  and  April  of  1971  and  published  under  the 
titles  of  "Hopes  and  Fears  of  the  American  People"  by  Cantrell 
and  Rail.     The  pertinent  conclusions  for  my  purposes  are: 

1.  The  American  people  believe  their  nation  is  in 
trouble.     The}^  feel  that  the  United  States  has  slid  backward 
over  the  past  five  years. 

2.  Public  anxiety  over  the  state  of  the  nation  focuses 
particularly  on  tensions  and  diversions  among  its  citizens. 
Almost  one  in  every  two  Americans  sees  these  tensions  as  serious 
enought  to  "lead  to  a  real  breakdown  in  this  country." 

3.  The  public  does  not  dismiss  this  national  unrest  as 
simply  the  work  of  radicals  and  troublemakers.  Sizeable 
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nijmbers  sense  systemic  causes  related  to  the  quality  of 
leadership  and  the  performance  of  institutions. 

4.     In  contrast  to  the  above,  the  hopes  and  fears  of 
the  American  people  about  their  own  lives  reflect  general 
satisfaction.     There  is  a  lessened  reference  to  many  traditional 
material  aspirations--a  higher  standard  of  living  and  owning 
a  home,  for  example --which  may  indicate  overall  contentment  and 
assumption  of  fulfillment  of  much  of  the  traditional  American 
Dream. 

The  authors  of  this  book  point  out  that  nothing  is  so 
elusive  in  the  analysis  of  the  contemporary  America  as  the  mood 
of  its  people.     I  shall  do  no  more  than  call  your  attention  to 
these  conclusions  about  the  nation  as  a  whole  because  this  is 
outside  my  area  of  expertise.     But  I  will  use  this  as  a  starting 
point  by  saying  that  in  the  field  of  medicine  one  can  characterize 
that  period  between  1965  and  1975  as  a  period  in  which  awareness 
of  various  health  problems  grew.     Public  anxiety  from  a  variety 
of  sources  focused  on  inaccessibility,  high  cost  and  a  growing 
confusions  over  the  apparent  incompatibility  between  modem 
miracles  of  health  on  the  one  hand,  and  the  failure  to  resolve 
human  health  problems  on  the  other  hand.     Remember  that  in  1965 
medicare,  medicaid,  regional  medical  programs comprehensive 
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health,  health  research  resources  and  the  second  phase  of  the 
health  professions  education  act  which  for  the  first  time 
gave  direct  assistance  to  educational  institutions  were  all 
passed.     Much  additional  legislation  as  promissory  notes 
to  the  American  people  has  passed  in  succeeding  years--most 
recently,   the  comprehensive  health  manpower  legislation  of 
1971,  the  new  Cancer  Act  of  1971,   the  new  Heart  Act,  probably 
destined  to  be  passed  within  the  next  few  weeks  and  many 
others.     Not  only  has  there  been  a  probing  within  the  Executive 
and  Congressional  branches  of  Government,  but  a  cry  of  the 
times  has  been  if  we  can  put  a  man  on  the  moon,   let's  cure 
cancer.     Another  has  been  the  equally  misguided  suggestion, 
let's  stop  all  research  and  use  that  money  to  cure  people. 
Another  trend  has  been  the  increasing  anticipation  that 
nothing  short  of  major  changes  in  financing,   in  distribution, 
and  in  organization,  can  be  expected  over  the  new  few  years. 
The  national  request  for  more  health  workers  has  led  to 
increasing  numbers  of  young  people  heading  for  health  careers, 
especially  as  the  job  market  in  engineering  and  physics 
and  school  teaching  seems  to  be  constricting.     It's  led 
also  to  another  serious  dilemma.    We  are  dependent  on  the 
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graduates  of  foreign  medical  schools  at  the  same  time  we 
are  turning  away . increasing  numbers  of  qualified  Americans 
from  career  opportunities  in  medicine.     I  do  not  think  this 
country  will  long  tolerate  this  situation. 

Against  this  background  of  increasing  dissatisfaction 
which  some  have  called  a  national  health  crisis,  there  is  a 
contrasting  view  similar  to  that  in  the  general  national 
survey,  which  noted  a  general  personal  contentment  because 
across  broad  areas  of  middle  America,  as  some  would  call  it,  ! 
there  is  much  to  suggest  a  greater  contentment  with  the  minor  | 
inconveniences  of  today  than  with  the  radical  and  untried  j 

; 

social  experiments  seme  have  suggested.     In  health  as  in  other  || 

fields  those  who  have  it  made  may  want  to  keep  it  that  way. 

Against  this  background,   the  health  worker  can  be  easily 

trapped.     On  the  one  hand,  he's  a  have- -perhaps  the  most  have 

of  all--from  some  of  the  statistics  on  job  and  income 

estimates.    However,  he  is  sworn  by  all  that  is  decent  in 

the  whole  history  of  mankind  not  to  distinguish  between  the 

rich  and  the  poor ,  the  powerful  and  weak  in  matters  of  health. 

If  I  were  completely  honest  with  you  and  commencements  are  times 

for  honesty,  I  might  suggest  that  those  of  us  in  Medicine  think 

seriously  about  the  quotation  "it  is  easier  for  a  camel  to 

pass  through  the  eye  of  a  needle  than  for  a  rich  man  to  enter 

heaven."    You  have  entered  an  intellectually  and  highly 
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dedicated  profession.     The  pursuit  of  worldly  good  will  not 
suffice  and  while  there  is  no  need  for  you  to  avoid  a  reasonably 
comfortable  life,  you  have  been  so  conditioned  by  the  need  to 
provide  meaningful  and  significant  service  and  to  use  your 
minds  in  an  intellectual  and  creative  fashion  that  there  are 
no  effective  alternatives  to  these  ego  needs  which  you  have 
by  nature  and  have  further  augmented  by  your  education  and 
experiences . 

Today  I  ask  you  to  continue  to  look  at  the  contents  not 
the  wrappings.     Cling  to  and  use  well  the  old  truths  in  science 
and  in  professionalism,  but  at  the  same  time,   listen  to  the 
changing  needs  and  even  to  the  new  truths  of  our  people.  I 
have  been  an  advocate  for  change  most  of  my  life,  although  today 
as  Director  of  that  very  sound  ship,   the  National  Institutes  of 
Health,  I  find  myself  cast  more  in  the  role  of  a  defender  than 
at  sometimes  in  the  past.     I  urge  you,  too,  to  be  an  advocate 
for  change  constructively,  recalling  that  you  leave  an  institution 
with  a  rich  tradition  in  the  ability  to  change  to  meet  new 
demands.     Indeed  President  Cameron  in  his  brief  sketch  in  your 
annual  bulletin  characterizes  Dr.  Samuel  Hahnemann  by  the  word 
"reformer."    Congressman  Flood  and  his  powerful  appropriation 
subcommittee  can  tell  you  better  than  I  there  are  serious  demands 
for  change  to  meet  the  growing  needs  of  the  American  people  in 
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the  area  of  health.     But  neither  he  nor  his  committee  nor  the 
Congress  nor  the  Executive  Branch  nor  the  people  of  this  great 
nation  are  the  least  bit  interested  other  than  in  the  best 
that  you  can  deliver.     Treat  them  and  those  of  us  in  the 
Federal  Government  kindly  but  firmly  as  we  seem  to  push  you 
in  directions  which  you  know  not  to  be  in  our  best  interest. 
Be  suspicious  of  our  fancy  wrapping  as  you  are  of  those  I 
have  mentioned. 

And  now  in  closing,  let  me  carry  out  the  one  really 
delightful  function  that  a  Commencement  Speaker  has  and  that 
is  on  behalf  of  all  of  us,  in  this  room,  express  our  warmest 
congratulations  and  best  wishes  to  you  who  graduate  today, 
and  further  in  a  perhaps  selfish  and  parochial  sense,  let 
me  hold  out  my  hand  to  welcome  you  into  the  exciting  field 
of  medicine  and  to  say  how  much  we  need  your  help. 
Congratulations  I 
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I  called  Dr.  Ed  Rail's  office  for  speech  given 
by  Dr.  Marston  on  Sunday,  June  18th  at  the  Congress  of 
Endocrinology.     Dr.  Marston  said,   after  he  delivered 
the  speech,  he  gave  the  paper  to  Dr.  Rail. 

DT.  Rail's  office  will  forward  the  speech  when  Dr.  Rail 
returns  to  the  office  --after  the  meetings  on  Endocrino- 
logy are  over  this  week.     Dr.  Marston  said  he  had  made 
a  few  minor  changes. 

Lib  Fuller  would  like  a  copy  of  the  speech  and  Carol 
Cone  would  also  like  to  have  one  for  their  records. 


Verda:  .   6/21/72 

The  Press  represented  at  the  Endocrinology 
Meeting  on  Sunday  asked  to  have  a  copy  of  Dr. Marston' s 
remarks.       Dr.  Marston  left  his  copy  with  Dr.  Ed  Rail 
and  told  me  to  have  Dr.  Rail  handle  this.     I  under- 
stand the  speech  was  given  to  the  press,  with  a  few 
minor  changes,  but  nothing  too  extensive.     This  is  a 
copy  of  the  one  I  kept  for  our  files.     I  gave  one  to 
Lib  and  one  to  Carol  Cone  for  their  files. 


U\DiES  /^;d  Gii:tlh;^en— It  is  a  ple^^ure  to  ;;eet  with  suo]  a  disth^guishiD 

GROJ?  OF  SCIENTISTS  A'iD  Pn/3I CI/C^S,  ;>;;D  TO  SHAPE  WITH  YOU  S0:-:E  CP  ::Y 
CO;JCER:nIS.    FiFST,  I  SHOULD  LIKE  TO  COIVBH  iPCki  THE  GRO-^IIIG  PIELIC 
INTEREST  11^  PAIRLY  SPECIPIC  /ASPECTS  CP  EIG'EDIC^hl  RESEARCH  /^JD,  STE::'iIf^G 
IN  PART  FROM  THIS  INTEREST  Bin  SURELY  AL^3;-ZriTED  BY  l]^z  L^PGE  BULGET  PGR 
B10:-EDICAL  RE£E-;^a{  TCD/C//  THE  EXItNSIVE  DISCUSS  I  C'^S  /^60UT  TARGETED  CR 
APPLIED  RESEARCH  \^RSU3  B.^IC  RESEARCH. 

I  BELIE^/E  THAT  THE  PPsEPaiEE?.A;T  MAJORITY  CP  WORKING  SCIEiNTISTS  III 
THIS  A:D  other  C0U:^TRIES  would  agree  "HiAT  THE  SUREST  COURSE  TO  FRCGRE5S 
IS  TO  PROVIDE  OPTIrAL  TRAIi^KiG  ,^:.D  ABECU/CTE  SUPPORT  FOR  TriE  ;<OST  TALENTED 
AT^D  TO  GIVZ  TrS  \  rJ^X:.'P'L  INTELLECTUAL  ;Nj  OPER/JiaiAL  FREEBaW 

SaZ  OP  THE  GREATEST  AL\'A:.iCES  WIIH!  THE  BROADEST  i; :-LI CATICCiS  H.AV'E 

EMERGED  PRC::  siNGUE  ::i:cED  cc(; ce: rF:AT I c-i  c:i  the  es3e:;ce  c~  a  prcd^-:  ;>s 

SUCH— TO  TriE  EXCLJSIC'i  0-  Airi'  CCCCE^^j  ^ZC^  RESULTS  OP  ITS  SOLUTi:-;, 

In  descr:bi:;g  his  attitude  Ta--A.RD  ^.is  wcrk  a;  penicillin/  Flc~3' 

MADE       AU'OST  UllBELIEVASLE  STATEi-ENT,  "I  Wii'l  THIi^K  THE  IDEA  OP 
HELPING  SUPPERIN3  HLJ:;NITY  EVER  ErPTERED  OUR  hir^IS." 

Q-JE  SENSES  0^/ER-;:CD£ST  aiDERSTATE:€:iT  HERE  AKKJ  TO  THAT  E>?RESSED 
IN  FlCREY's  LAST  RECOPvDED  REFERENCE  TO  THE  SUBUECT  WHEN  HE  SAID, 

had  a  bit  of  luck  with  penicillin~a  great  deal  of  luck." 

Against  this  highly  individualized  view  of  th;e  history  of  th;e 
progress  cp  bia^edical  science.  a  view  seriously  to  be  caisidepved.  vhat 

Delivered  by  Robert  Q.  i'lARSTa-;.  rl.D./  Director  of  th;e  hATic(;al  Institutes 
OF  Health,  before  the  IV  iNTEP^JATicf^AL  Congress  on  EiNDccRiNOLOGY, 


ca:>i  we  say  ^3cu7  today's  DEVELC?;-;Errrs  at  t'e  pclid'  ijzvel? 

In  the  sprIi.'s  cf  1972.  in  n-iis  cou;-]tp;^'  a^-^d  v:op'_d-',':i:.E/  v;e  ha\^ 

MOVED  to  a  CONSIlER^LE  DEGREE  /^:-7AY  FRu"  ''ir;Dl VIDUAL"  SCIENCE  AS  1  KAv^ 
DESCRIBED  IT  TO  A  GREATlR  DEPEuDEf-CE  U^O-i  v,riAT  H/^S  BEEii  CH/.RRCTERIZZD 
AS  PR03RA;-V "ED  OR  ORGAl'^IZED  OR  T/^RGETED  RESE-.RCH,    SuCH  TARGETED  RESErfCH 
IS  TO  BE  DISTINGUISHED  FRC-'  rE\^LC-rENT  OR  TEaiNCLOGY,  IMICH  IS  YET 
^jNOTHER  PROCESS,    ThE  SEAKCH  IS  STILL  A  SEARCH  BIT  IT  K^S  BEEN  FRCGPJvV.E, 
mD  mS  A  STRONG  ELEjYENT  or  EXTERIOR  DIRECTION. 

If      looxs  pbro.^d.  the  kost  ca-mi  gcestions  of  sciB'^ce  policy 

ACROSS  A  V/IDE  R/^JGE  OF  G0\'ER:C-ZNTAL  ^:^D  POLITICAL  FCR-:3  IS  NOT  l±!EIhiED 
BUT  mi  C/:i  BASIC  EICrEDICAL  RESEARCH  BE  "TARGETED  nORE  EFFECTP/ELv  ON 
REC03NIZED  HEALJ-:  PROBLE'S. 

I  HAVE  JUST  RETURNED'  FRG/'  THE  USSR  v-;erE  SERIOUS  CaiCERN  V.A.S  E/PREG 

PRC6R;,-o  in  VID--.  cf  TH^E  CONSIDERABLE  DEGREE  CF  REGICNAL  f^lL  INSTITUTION; 
FREEDOM  OF  CHOICE  V.VilCH  EXISTS  THERE. 

A  YEAJ^-LONG  DEBATE  HAS  BEEN  GOING  ai  IN  THE  UnITDD  Kir;GDai  VciICH  IN 
ESSENCE  RELATES  TO  mE  CONTINUED  AUTQiaT^  OF  GO^/ER:;;-ENT-S;JrPORTED  SCIENC 
The  ARGLi'.ENTS  FOR  CHA.NGE  AND  FOR  rAINTAIN'IN'G  THE  STATUS  OUO  A?.E 
REFLECTED  IN  THE  R0THSCHILI3  AND  DAIfTa^  REPORTS  AND  THE  RESOLUTION  C- 
THESE  POLAR  PCSITIONS  IS  EXPECTED  SCO'i. 

In  THilS  COUNTRY,  THERE  HAS  BEEN  MUCH  DISCUSSION  FOR  Yz^PS  BIT 

THE  Cancer  debate  of  last  year  s\72olizeD/  more  tv:an  any  other  sing'^ 

EVENT/  T^.E  INCREASING  POLARIZATIQN  BETNEE.N  CENTRALLY  CRGANIZED  LA.RGE" 
scale  TARGETED  RESEA.RCH  ON'  TrE  ONE  KAND  AND  DECENTRALIZED  INVESTIGATOR- 
INITIATED  PESE^^CH  pR0P0G'^i_JS  SELECTED  FOR  SU^^^O^T  t-'-OL'^H  t^^'CE'^^ 


PEER  REVIB-/3  ON  Tr.E  OTr  ZR.  YcU  V/ILL  RECALL  THAT  ALL  WHO  SPOKE  CA  TrilS 
PROBLB-I  AGREED  TriM  ThiERE  WAS  A  MEED  FOR  E0TV1,  /MD  IH/VT  THE  GUEST!  C!^  . 
WAS  ONE  OF  /PPRCPR I  ATE  BALANCE. 

Let  r'£  hoi  shift  b'.phasis  tc-apds  t^zsi  prc5lb:3  as  they  relate 

TO  ENDXRIIICLCSY.     In  PA^^TICUL^^  I  SHOULD  LHCE  TO  E;-;PH/'SIZE  ITiE 
C0NTRIBUTI0;.:S  THJ.T  ENDCCRIR'OLOSISTS  can  MArCE  TQ/ARDS  THE  ^v.ELICP^'TIC:-; 
OF  CERTAIN  PRESENT  SCCIETAL  PRGBLE".S. 

CeRTAH-JLY  CN-E  of  THIE  PRI.-APcY -PKCBLE-''S  THAT  FACES  SOCIETY  TCBA.Y  IS 
A  Ca>!ST/;JTLY  INCREASING  PCPULATIOi;.    ALTnGl>3H  I'IaLTHUS  A  HU;^DRED  \'EARS 
AGO  MAY  WELL  NOT  HAVE  BEEN  TOTALLY  CORRECT  IN  SCi''£  CP  HIS  ASSUNPTICA'S/ 
I  THINK  IT  IS  BEYOND  CUESTIGJ  T-^.AT  RESOURCES  OF  T-E  PLA.NET  E;^.RTH  AP.E 
FINITE  AND  P£PRCBLCTI\'E  CA^AEILITIES  CP  AL''D3T  ANY  ORGANISM  A.^:E 
ESSENTIALS/  INFINITE.    THEREFORE,  AT  Sa'E  TIYE  THE  NLT3ER  OF  PECF^LE 

ESSENTIALS.    Al^E.^CY  IN  L^RGE  AP;E/;3  OF  THE  WOR^  TrB  PC^^UlATIQ^  HAS 

clearly  c'jtstripped  tre  ca-acity  of  s0ciet7  to  provide  anything 
approxk-vaTi:-;g  the  /vanities  necessap;y  for  a  civilized  life.  Today 
the  r,0st  ii-pcrtant  r.easup.es  vhich  hiave  eegu^  to  apfect  pcpul^ticn 
gravth  ha'/e  been  those  contributed'  by  endccrinolcgists.   i  a'-l  sure 

IT  IS  UiNECESSARY  TO  RECALL  TO  YOU  THE  EARLY  WORK  OF  P.  E.  SmITH, 

Herbert  Evans,  AiiEr,',  ZctJDEK  a:o  Asghheim  a-nd  the  others  who  in  the 

EARLY  twenties,  THIRTIES,  A^D  FORTIES  DEYQNSTRATED  THE  INTtPXEPENDENCE 
OF  THE  OVARY  AO  THE  PITUITARY.    ThE  WORK  OF  ErCLHA  AS  SlMN.'lET  IN 

Paris  and  Hisaw,  ^'ieyer,  Mcop^  and  Price  in  this  ccj^try  laid  the  grcun 
work  for  attempts  to  inhibit  pituitary  secretians  with  certain 

ESTROGENIC  CaWJIDS  AJD  THEREBY  ir:HIBIT  OVL'LATICN.    ThE  FINAL  STEPS 


IN  THIS  PRCCEEL'aE  CPr.l  V^EN  Tt^Z  L^TE  GhE'GHY  PiKCUS  ^;^D  RcCK  UTILIZED 
THESE  CO:»'CEPTS  TO  fCK  VlATE  l^n  £STRC'3EN]C  PRCGESTAT I  ON AL  ['lATERIAL 
V/HICH  COUlJ)  EE  TAKEM  T-V  MOUTO  J^:D  V^]CH  VSULD  INHIBIT  OVULATION.  DRAMATIC 
AND  ir-PORT/Crr  statistically  as  Th-;E  CRAL  CC- JTRACEPTIVZS  /'i'E  TODAY,  I  PIA 
SURE  YOU  ;/ILL  /.SREE  ;.T"RH  l-'E  THAT  V,t  HA^/E  STILL  A  LC,\'G  V;AY  TO  GO  TO 
OBTAUJ  A  IV^^TERIAL  V^HICH  IS  TDTALLY  SAFE,  V;HICH  IS  INEXFEior/E, 

v;hich  ca:^  readily-  be  take;;  ir;FR£cuB:nxY  i:x  v:ra  little  i;;structic:;. 

I  would  hope  TH^T  TnE  ](llC.-:uny^  CURRErfTL^/  BEir;5  GATHERED  ^7^Y  GIW  US  OlnER 
POSSIBILITIES  OF  I^JTERRUPTIIiG  GEPi-;  CELL  PROBUCTia^  OR  DELIX'ERY  III  EITHER 
THE  MALE  OR  FE-^LE.     I  rA  DELIGHTED  TO  SEE  PAPERS  /^Q  SY:-?0S:A  ON 
SPER'-'ATO'SE.'iESIS  A'iD  CO'.TROL  £F  PITUITARY  SECRETICNS  BY  H\'PCTHAb\'!I C 
PRINCIPLES,    I  THI!;K  SGCIEn'  D'ES  A  MAJOR  DEBT  TO  EMDCCRIROLCGISTS  FOR 

THEIR  freli;-;i[;ary  /;;d  i;'PCRT;;rr  v;crk  i'^  froduci'^g  materials  vhiqi 

the  fact  Tri'~  THE  v::r;:  is  as  yet  incc^-tlete.  rRC-:  ^here  I  sit.  it 
SEEr-;s  likel:/  that  it  will  be     to  £:cccri;;clogic  iN^/ESTisATia.  to 

DISCO\ER  MORE  EF-ECTIVE,  CHEAPER        SAFER  CarTRA.CEPTIVES . 

I  MUST  ALSO  r-'ENTia^  THE  WCRK  DF  CZOCRINOLGGISTS  VI  niCTTr^ZP.  SOCIETAL 
PROBLEM  POUTED  TO  PCPUU\TIK,'y  BUT  T<EiJ\TED  TO  PCPUi^TICtJ  III  THE  IN\'ERSE 
WAY/  NA'-'ELY  THE  PRCBL£-'S  CT  ]T^RTjL1Ti'  A'JD  FETAL  SURVIVAL  VHICH  HA\^ 
BEEN  SO  RESISTA'iT  IN  PAST  YEARS  TO  M£DIC;L  INTERVENTION  CF  AL-DST  A:,'^'  - 
SORT. 

The  POSSIBILITY  of  treatt-'e:^  cf  ii^rtiltty  in  v;cmen  with  T>iE  use 

OF  GONADOTROPINS  IS  CERTAH'iLY  DP^'-'ATIC  AJD  IMPK^TANT.    ThE  SENSE  C- 
security  THAT  Wa'EN  ARE  BCUTffi  TO  HA^vt  V-HE*^  IT  IS  KTiG'/N  THAT  f-'A'Tr'  CA.SES 
OF  INFERTILITY  MAY  BE  TREATED  SUCCESSFULLY  IS  GDING  TO  HA^/E  ADDITIONAL 


PSYCHOLOSIG^L  cFFEr^S  CN  TFiE  USE  OF  CC-URACFPTI\^  riEll^ODS  AS  V/ELL  AS 
ALLEVIATIuG  Ti-IE  GUITE  HU-W^  FRGHLE-l  OF  THE  COUPLE  WdO  V;ISH  TO  A'^D  CAi;;OT 

HAVE  chillre::. 

I  WOULD  LIKE  \B1  TO  /DDRESS  f-iYSELF  TO  A  MAJOR  GROUP  OF  DISEASES  V.tiIGH 
cause  kH  Ef^OF:;CUS  MORTALITY/  PARTI CUl/R:L:;'  III  THE  WESTERN  WORLD,  I 
SPEAKING  OF  DI/SETES  i'ELLIU'S,  OF  LIPID  /3:iGR;-:ALITIES  CaiSEQUENT 
r^iYOCARDIAL  INFARCTION/  AND  OF  CEESITY.     IT  IS  FER;HA^S  APPROPRIATE  TO 
BEGIN  WITH  DIA2ETES  SINCE  V,'E  ARE  110.1  IN  THE  SQtH  YEAR  OF  THE  DISGOVERY 
OF  INSULIN/  THE  DR^V'ATIC  EVENT  WHilCH  C-1/.N3LD  A'J  INEVITABLY  FATAL  DISEASE 
imO  A  TREATABLE/  IF  NOT  CURABLE/  DISEASE.     I  AM  SURE  YOU  DO  NOT  NEED 
REi-lINDING  THAT  INSULIN  Wl  CaSINATION  WITH  CRAL  HYPCGLYCE;'IG  AGENTS/ 
WITH  DIET  /^;iD  WITH  EVERYTHING  ELSE  THAT  IS  CURRENTLY  AVAILABLE  IS 
STILL  INABBOUAn'E  TO  PREVENT  CGW^LICATIC: ,S  OF  DIABETES  IN  A  SUESTf:~IAL 
NUMBER  OF  I^iDIVIDUAJ_S  Au©  IS  BY  NO  HEA'Jo  TriE  A;n5WER  TO  THIS  PRGELE"'. 
I  THINK  IT  IS  UiNECESSAKY  TO  -OINT  CUT  THl/J  COiiSIDERABLE  WORK  IS 
REQUIRED  EEFCRE  V/E  CA:^  BE  SURE  OF  THE  RELATIONSHIPS  BETWEEN  IfiSULIN 
SECRETION/  INSULIN  SENSITIVITY  A^^  THE  DD/ELOPMBNT  OF  ATHEROSCLEROTIC 

CHANGES.  Unraveling  t-se  causal  relatic-iships  a'cng  these  vaj^iables  is 

CERTAINLY  CRITICAL  TO  THIE  DEVELCPMEfIT  OF  A  PBALLY  EFFECTrTE  FBTHOD 
FOR  THE  THERAPY  OF  DIABETES. 

CteESm  A^©  LIPID  ABNCR''ALITIES,  V.MICH  SO  FREOUENTLY  AP£  ASSOCIATED' 
WITHI  ATHBROSCLEROSIS/  REPRESENT  SOCIETAL  PRCBLE'S  OF  THIE  FIRST  MAGNITLBB. 
Is  OBESITY  Er©OCRINE?  'I  THINK  MOST  PECP'^  WCL'iJD  DISAGREE  WITH  THIS 
HYPOTHESIS  BLTT  13  THERE  SQ-'E  WPOTHALAMIC  OR  CENTRAL  NERVOUS  SYSTB.M 
FECHA^^ISM  WHICH  INVOL\'ES  APPETITE  REGULATION  WHICH  IS  DISTL'RBED  IN 


OBESlTi',  CR  A.L7:^r:i-:ATl\'£iv  IS  VrZ-RE  Sa-\1  DISTL;F3;;;CE  lU  L'J^L.Y  Cr,]lT:'.Z72 
IN  THE  i:u-3ER  C-  /JjIPCSE  CELLS  SYi^TKESIZEL?    I  LE/CvE  IT  TO  YOJ  TO  VV'D 
THE  AfJSV:ERS  TO  V7iESE  PROELE.'S.  SO  THAT  :.E  CAJi  HAVE  SC';E  R/Jrc:JAL  AJS 
EFFECTIVE  V'AY  C-  TREATK^S  ^^EOr^LE  V,HO  SU^EER  FRGm  GROSS  CEESIPr'.  LjRID 
/SaOFI-;ALITIES/  I  think  it  is  clear,  1-1AVE  SC"'E  eneocrire  rel^ticrsrip 
AS  WITl'iESSED  BY  uiE  PR0FCU:iD  EFFECT  OF  THYROID  HO?C:ORES  0*;  CHOLESTEROL 
SYNTHESIS  ;;\D  EXORETIOR,  /;©  AS  IRTIMATED  BY  TPIE  RARRED  SEX  DIFFE-^lOE 
IN  ^?l'OCAADIAL  IRFARCTION  EETi'/EEN  mi  f^:^  VJa'EN.     It  SEE:S  A  REASOR.-RLE 
H^'POTTIESIS  TRAT  THE  Ca-IPLETE  ELUOID^^TICR  OF  IHESE  r^rT-lCRAL  EFFECTS  WILL 
PER;-nT  so: 3  TYPE  OF  E'^DOCRINE  INTERVEMTIOR  TO  PRE'/ENT  THE  DE\^LC^RERT 
OF  SERIOUS  AT>;ER0SCLEROSIS. 

Let  ke      ;':Ern'ioR  AiioTHER  public  he/^th  proble;-;  less  ccivni  /:;d 

LESS  If70RTA:rr  in  TRiE  WESTERN  WORLD  TrlAR  IT  '*'AS  FOUR  OR  FIVE  LEC^BES 

WORLD,  N;;-cLY  ERBEImIC  GOITER.     I  C/s-i  ONLY  SALJFE  IriE  R-'RCRT/^Rr  VORK 
IN  DELINEATING  THE  ROLE  OF  IODINE  IN  Tr'E  DEVElOP:'3:T  OF  GOITER  BY 
KoCRiER  III  SwiTZER^ND  A'^D  I'lARINE  IN  THE  UNITED  STATES.     I  NOTE  IN  THE 
PROGRARi  OF  THE  CONGRESS  V/HAT  APPEARS  TO  BE  AN  i:'PRO^/Er;ENT  IN  THE 
PROPHYLAXIS  OF  IODINE  DEFICIENT  GOITER  BY  THE  USE  OF  LCN'G  ACTIiNG 
IODIZED  RATERIALS.     I  'WOULD,  HO./EVER,  DR/v/  YOUR  ATTLNTIC-N  TO  A  PRCBLE'i 

ViWicH  see;'s  to  ri  lcohing  on  the  horizon,  particularly  in  the  westep.n 

WORLD  V^ERE  RADIOACTr.3  IODINE  HAS  BEEN  SO  EXTENSI\3LY  A:iD  EFFECTIVELY 
USED  TO  TREAT  HYPERTHYROIDISM.    I  AM  TOLD  THAT  IN  TEN  YEARS  THERE  V/ILL 

BE  IN  THE  United  States  alone  approxi:'V\tely  one-fourth  of  a  million 

PEOPLE  V,H0  hA\'E  BEEN  TREATED  WITH  I      .    I  A'^.  ALSO  TOLD  THAT  TH;E 
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INCIDE,\'CE  Cf  KrPGThYROIDIS"',  IN  Tr£SE  INDIVIDUALS  TBI  TO  FIFTEEN  YEr-RS 
AFTER  THErl^PY  i'AY  BE  PS  HIGH  AS  UJl,     It  IS  EASILY  WITHIl'J  THE 
CAPABILITIES  CF  A  Na^ENDOCRIN0LO2IST  TO  C^LCJU^E  TtIaT  EET>^EEN  1D3- 
AJn'D  150/Dj3  PECPLE  V/ITH  hr-'POTf^'ROIDIS'';  is  GOING  TO  2.E  A  SERIOUS  FR03LE;Y. 
Ha;  ARE  T^iESE  GOING  TO  BE  RECOGNIZED  AND  GIVEN  APPROPRIATE  TIERAPY?  I 
DRAW  THIS  TO  YOUR  ATTENTiaJ  BECP,U5E  OF  Hit  IVaGNITUDE  OF  ITIE  PROBLEM, 
THE  CLEAR  RESPCiiSIBILIP/  THAT  YOU  /S  ENDOCRINOLOGISTS  HA\^  TO  FACE  UP 
TO  IT. 

/Mother  SOCIETAL  problem  is  post-mei;cpausal  or  elderly  osteopoposis. 

I  AM  INte'ED  THAT  IN  THE  UNITED  STATES  ALCNE  THERE  ARE  ^  OR  5  MILLION 
people  WITH  THIS  DISORDER  AND  IN  SPITE  CF  TriE  v:ORK  BY  I'EN  SUO-l  AS  FULLER 

Albright  sc^b  yeaps  back  p:'J)  all  the  more  recent  v:orn  c-i  niosE  ho^mcnes 
v/HicH  Giy/ir:i  calciu'I  metabolism^  v,b  still  ha\b  *^o  re;ll\'  effective 

Tucp/pY  A\MTi_Api_£  pp^  iJ .     I  PAN ' T  ^.^VB  TO  -""■■'IND  vril  QF  THF  RRlLLIA^iT 
WORK  VMICH  produced  TrE  STRUCTURE  OF  THE  p;;:-\7n'i'R0:D  HCF:-:CME,  ITS 
PARTIAL  SYr^THESIS,  THE  ISOLATIOj        SEQUENCE  CF  CALCITaHN  AND  Fir;ALL:i' 
THE  DISCOVERY  OF  THE  METABOLIC  PATrXAY  V.HEREBY  VlTA^'IN'  D  IS  CONVERTED 
IN  VIVO  TO  L2S-DIh7DP;0CH0LECALCIFER0L,  THE  METABOBICALLY  ACTIVB  F0?:\ 
OF  THE  VITA'UN.    EUT  LET  i'.E  /oK  YOU  NQ/  THAT  WE  Ki:ON  THE  STRUCTURE  CF 
THE  TWO  PCLVPEPTIBE  H0R;-:CNES  V,HICH  Ca^TROL  CALCIUT-l  LEVBLS  AND  WE  \Q\a^^l 
THE  STRUCTUPB  OF  THE  ACTIVE  STEROID  'WHICH  PBGUL^TES  CALCIUF-l  IivTAKB, 
V^iAT  HAVE  YOU  DCNE  ABOUTT  PREVENTING  DISORDERS  CF  CALCIU;'!  METABOLIC:-: 
OR/  If>IDEED,  TREATING  THB-I  EFFECTIVELY?    It  SEB'S  TO  MB  THAT  THIS  IS 
A  MAJOR  PLBLIC  HEALTH  PROBLEM  V.HICH  H/\S  YET  TO  BE  DEALTH  WITH  IN  A 
PRACTICAL/  EFFECTIVE  WAY/  PARTICUL^PLY  WITH  AN  AGING  !='CPUU\TI Ofi . 
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A  FiN^L  SOCIETAL  PRC2LEri  v^iicH  ei;d:cri;^olo3y  IT  see:*3  to  i\i  i;:^k;3E3 

ON  IN  A  MAY  V.r^lCH  IS  I^OT  AU7AVS  CGIlSIDErED  TO  EE  DIRECT,  IS  THE  FR0ELB4 
OF  FOOD  SLPPLY,  INCLUDIfiG  THE  USE  OF  Du-ESTICATED  ;:^I:-1ALS  FOR  FCOD.  I'rIY 
END0CRIi;0LO3Y?    It  SEE.-'.S  TO  ME  IT  \,A5  I'OT  LCaG  AGO  TTIAT  IT^E  USE  OF 

oaNiADOTRORiNs  TO  PRODUCE  'n;ii;;;i:;G  ii:  s-eep  v:as  prc:^c3ed  ajS/  ikdeeD/  I 

GATHER  IS  STILL  USED,    ThE  USE  C'"  ESTR03E;i3.  A3CUT  '-.HIGH  \E  HAVE 
CaJSIDERADLE  CaJCER:^,  H;^  3lBI  EFFECTIVE  If;  PRODUCnJG  MCRE  R/PID  GRCrTH 
IN  CATTLE  /^S  V.'ELL  AS  IN  CHICKERS/ .';:D  AP.E  PROCEDURES  ALREADY  AVAILAO^LE 
IN  V,HIGH  EhDOCRK^OLC'GY  F^^.S  HAD  Su'.E  EFFECT  CM  FOOD  PRODUCTION.     I  WCUUD, 
Ha7E\'ER,  DIRECT  YOUR  ATTEI-.TION  TO  OThiER  A'-'D  PERHAPS  POTENTIALLY  NORE 
If'PORTANT  /^PEAS.    \Ie  HA\t  AS  A  CU1.TURE  NOT  D:( ^ESTI GATED  A  NE\V  ^lir^L 
FOR  ThiE  IJ\ST  f-1ILLENNIU:-N    r-HAT  ARE  THE  ENDOCRnX^OGIC  PRODLB-^S  IN 
DOrESTIGAJK^G  A;I;-V\LS?    Is  THERE  /NYTHING  73^AT  G/N  BE  D:NE  TO  U3E  OTHER 
SPrGiES  TF'AN  TH'CSE  ''HIGH  EEEN  'C^C^^  SINCE  RREHICTCRIC  Tli'ES?  Ha; 

A30Lrr  TnE  rerr:djct:on  cf  fish  /nd  shell  fish  in  v/hat  ;pe  essenti;ily 

FARf-lING  I'EC-^A.NISNS  RATHER  THAN  THE  PRInlTIVE  H'JTING  AND  GATHIERINIG 
rETHCDS  V/E  Na;  USE  FOR  Tr.E  N.OST  PART  IN  CATGHIN3  FISH,  SHELL  FISH,  AND 
CRUSTACEAN'S?    It  SEB'S  TO  I'E  THAT  ErJECCRINC^OGY  EN'  LOOKING  AT  SC'Z 
OF  THESE  PRCBLS-IS  FROfl  A  DIFFERENT  A/^D  FROM  ^  K-IAGINATI VE  VIEV/PCINT 
KAY  BE  ABLE  TO  NA.KE  MAJCR  COiNTRIB'JTIONS  TO  NErv  SOURCES  OF  FOOD  SUPPLY 
FOR  THE  PEOPLES  CF  T}€  V.ORLD.    i^LSO  IN  CCi-iNECTICN  MTH  FOOD,  I  WOULD 
DRAi7  YOUR  ATTENTION  TO  THE  INCREASING  WORRY  THAT  N.GST  CF  US  HAW 
ABOirr  THE  USE  OF  PESTICIDES,  PARTICULARLY  TH.OSE  THAT  ARE  PERSISTANT 
fm  HA\'E  EFFECTS  uiN  HU-'AN  BEINGS  AS  WELL  AS  SERIO'US  ECOLDGIC  CONSEQUENCES. 
I  DR^i  YOUR  ATTENTia^  TO  THE  SEX  ATTRACTA.NTS ,  OR  PHERA'-'^a^ES  V/HICH  h!A\r. 


BEEN  isgl/mED  k:  sc:-^  k;sta';ceS/  A:-^D/  I  g/vther.  used  successfl„:_y  i:;  "n-: 

ca^TROL  OF  the  ghiemt;,:.  fruit  fly  in  sa-^  of  the  rkRi/j-^:JA 

the  Gypsy  moth  in  other  ;i-E,-,s.   It  seehs  to  h.e  h^aj  this  is  "a  rcTEfiTi/i 

VER/  EXCITING  RZSEARGH.    I  CC'\'GPu'\TU^'.TE  YOU  ON  YOUR  PAST  V.'CRK  /ND 
ENCOUR/.SE  YOU  TO  Ca^JTINUE. 

NaV  I  V/OUUD  LIKE  TO  CCI-MB^T  RATriER  ERIEFL^'  ON  THE  I'^ORE  BASIC  /SPEC 
OF  ENDOCRINE  RESEARCH  INVOLVED  IN  GRCTf^,  IN  DIFFERENTIATION  /.N'D  If^!  THE 

MECHA:as;'i  OF  hcr/*c::e  action.   I  dr;vV  your  /JTENTlo^J  to  the  v:cr:<  of 
Sutherland  ^ud  IVll  ai  tf:e  role  of  cyclic  /i^enosine  kcncphosphat-e  as  a 
SEca^D  MESSENGER  lu  HCR;"a;E  ACTION  ;:-;d  the  more  receipt  work  shoeing  its 

PROFOU^JD  effect  in  bacterial  f'ETAECLISM.  .hHEI^I  I  HEPR  REPCRTS  IN  CUR  (•■: 
LABORATORIES  OF  PEOPLE  IXRKING  ON  REGULATION  OF  TRANSCRIPTION  F'  CYCLIC 
Pi'P.  VHiEN  I  TALK  OF  HCR;-:C{€  RECEPTORS,  VHEN  I  HE/^  TALK  C^-  EFFECTS 


A  VIROLOGIST  OR  A  BACTERI/1.  GENETICIST,     IT  SEL'-'S  TO  M£  Tl^A^T  THIS  IS 
A  HEALTHY  STATE  OF  AFFAIRS  IN  THAT  SCIENTISTS  IiiMSTIGATING  AT  THIE  MOST 
FU'^/;'£r.TAL  L£\'EL  POSSIEL£  '-LAY  APPRCAC-1  E/^IC  EIOLCGIC^L  PROCESSES 
THROUGH  A  VARIETY  OF  DOORS,  A.ND  I  HL^^VE  A  STRONG  SUSPICION  THAT  A.N 
APPROACH  THROUGH  TliE  DOOR  OF  Er^CRINCLCGY  MAY  WELL  LEAD  TO  KNOWLEDGE 
THAT  HPS  WIDE  APPLlCATIOii  IN  AREAS  AS  DIWRSE  AS  GENETIC  DISE/SES, 
CA^^CER  AND  AGING.     I  CQN'GPATULATE  YOU  Cfj  THIS  FUTIDA'.ENTAL  WORK  AN'D 
ENCOURAGE  YOU,  WITH  OTHER  Bia\EDICAL  SPECIALISTS,  TO  V.T;EST  FRO::  NATURE 

the  most  recofvdite  mysteries  of  cell  gro/zih,  met;solism  a'^  division. 
We  may  th:en  be  able  to  sol\'e  some  of  the  probl£:-is  v.hich  haw  faced 

MANKIND  cTMrc  Tjs  ^tri^jv-.jTVc        v,'HICH  ASSlf-'E  S'JC-^  U!~'SE"'?''  IN  CL"^ 
SOCIETY  TODAY. 


V/HETHER  I  A-1  LISTEN 


ING  TO  rll  ENDOCRINOLOGIST, 


A  MOLECULA;^  BIO 
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Finally,  ps  I  see  the  roster  of  R/'u^jicip;.'rrs  at  7>iis  Con'gress  v,rio 

REPRESENT  SO  I;A\'Y  NATIC'iS,  I  FEEL  I  n'JST  SAY  A  V;CRD  /£CuT  ll^TEir-JATIC:i/'L 
COC'PERATia^  AS  IT  PEFlTAIi'JS  TO  HEP-LTli  A' 3  ?.IC;-£DICA.L  RESE/uR'OH. 
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II.    THt  CURRENT  YEAR  {FISCAL  Iv/..')  b^DuLT 


A.    General  Background 

Ihe  1972  President's  Budget  request  for  the  NIH  amounted  to  Si .9  bil' ion- 
including  $100  million  to  launch  the  Cancer  Conquest  Proaram--again«;* 
which  appropriations  were  enacted  in  two  p'  . 

The  first  phase,  in  the- amount  of  $1.7  billion,  was  approved  August  10. 
1971.    This  contained  $184.6  million  for  elements  of  the  Bureau  of  Health 
Manpower  Education  (BHME)  for  which  there  was  authorizing  leaislation, 
and  $1.5  billion  for  all  other  NIH  activities,  including  a  Congressional 
increase  of  $119  million  for  research. 

The  second  phase  contained  a  supplemental  appropriation  of  $492.9 
million  for  BHME  programs  authorized  by  Public  Laws  92-157  and  92-158, 
dated  November  18,  1971 . 

Total  1972  appropriations  exceeded  $2.1  billion.    Pending  the  development 
of  a  "1972  spending  plan,"  virtually  all  increases  over  the  President's 
Budget  were  placed  in  an  "administrative  reserve."    However,  all  funds 
have  been  released  except  for  some  BHME  construction  grant  funds  which 
will  be  carried  over  for  obligation  in  fiscal  year  1973. 

The  following  table  shows  a  comparison  of  1971  budaet  authority  with 
that  of  1972.    The  amounts  deviste  slightly  from  thp  actual  dunropri ation 
since  they  have  been  made  comparable  to  the  1973  estimatp,  which  will  be 
discussed  later. 


1972  BUDGET  AUTHORITY 
(in  thousands  of  dollars) 


Acti  vi ty 

Research  Institutes  &  Divisions 

Research  grants  

Training  grants  and  fellowships... 
Laboratory  and  clinical  research.. 
Research  &  development  contracts.. 
Collaborative  research  and  support 

Other  direct  operations  

Construction  (Cancer)  

Subtotal ,  IRD's  ". 

Bureau  of  Health  Manpower  Education 
Medical,  dental  and  related 

health  professions  

Nursing  

Public  health  

Allied  health  

Program  direction  and  manpower 

analysi  s  

Other  

Subtotal  ,  BHME  

National  Library  of  Medicine.  

Other    

TOTAL,  NIH  


Increase 

1971  1972  over  1971 


'CI  n/1  "3 

J    /y 1  ,b/ J 

$  1 ,3 JU 

J 1  c  cn 
.  o  1  ,DOU 

1  oc ,4UD 

/  DD 

104,350 

113,846 

9,496 

156,731 

232,181 

75  ,450 

"31  r>oo 
6  I  ,U^o 

, 1 4/ 

Q    1  1  Q 

c5 ,  M  y 

Dy ,  1 Uu 

1  U  ,  J  J  ~ 

16,000 

16,000 

1  ,189,549 

1  ,434,259 

244,710 

300,473 

457,926 

157  ,453 

74,421 

144,390 

69,969 

18,495 

18,999 

504 

19,496 

30,614 

11  ,118 

4,941 

9,712 

4,771 

14,097 

15,850 

1  ,753 

431  ,923 

677  ,4911/ 

245,568 

21 ,510 

24,086 

2,576 

10,498 

14,619 

4,121 

$1  ,653,4801/  $2,150,455^/  S496  ,975 


ly    Total  funds  available  for  obligation  are  estimated  at  $777.7  million, 
including  $96.7  million  for  advance  obligational  authority,  plus  other 
carryover  funds  appropriated  prior  to  1972. 

2/    Includes  Cancer  Research  Initiative  of  $232,969,000  in  1971  and 

3337,622,000  in  1972.    Excludes  Scientific  Activities  Overseas  funds 
of  $28,944,000  in  1971  and  $25,545,000  in  1972. 


Explanation 


1.    The  approved  1972  budget  coiitained  a  number  of  si  g:ii  f i Cof.l 
features  as  followed: 

a.  Research--an  increase  over  fiscal  year  1971  of  $244,7  miT'^on 
or  approximately  21  percent.    Major  emphasis  was  placed  on 
launching  the  cancer  research  initiative;  expanding  activities 
concerned  with  heart  and  lung  diseases,  including  sickle  ce';' 
anemia;  developing  plans  for  establishing  spinal  cord  injury 
centers  and  for  expanding  research  on  stroke;  md  exoandinc 
research  in  other  special  initiative  areas,  including  far.nly 
planning,  environmental  health  sciences,  and  dental  caries . 

b.  Health  manoower  education--an  increase  over  fiscal  year  1971 
of  $245.6  million,  cesigned  to  increase  significantly  the  future 
supply  of  health  manpower  and  to  develop  new  types  of  personnel 
and  modes  of  practice  to  make  competent  health  care  more  readily 
and  uniformly  available.    Major  activities  increased  are 
institutional  support,  student  assistance,  and  construction. 

c.  National  Library  of  f^dicine--an  increase  over  fiscal  year 
1971  of  $2.6  million,  designed  to  enhance  overall  activities  of 
the  Library. 


III.    THE  PRESIDENT'S  1973  BUDGET 


Activity 

Research  In'^r.i  t.;it°^  l  rn"vi^inn<; 

Kesearch  grants  

Training  grant:,  a'icl  fellowships  

Laboratory  and  clinical  res  

Research  and  development  contracts.. 

Collaborative  res.  and  support  

Other  direct  operations  

Construction  (cancer)  

Subtotal  ,  IRD's  

Bureau  of  Health  Manpower  Education 
Medical  ,  dental  and  related 

heal th  professions  

Nursing  

Public  health   

Allied  health  

Program  direction  &  manpower  anal... 
Other  

Subtotal  ,  BHME  

National  Library  of  Med-icine  


(In  thousands) 
1972  Column  1973 
Comparable       Estimate  Change 


791  ,573 

$  852,837 

$  +61 ,264 

182,406 

186,363 

+3,957 

113,846 

117,360 

+3,514 

232,181 

263,209 

+31  ,028 

39,147 

41  ,653 

+2,506 

59  ,106  ■ 

62,790 

+3,684 

1 D ,uuu 

,uuu 

4-'?'5  nnn 

,434,259 

1  ,573,212 

+138,953 

457,926 

331  ,433 

-126,493 

144,390 

122,783 

-21  ,607 

18,999 

21 ,549 

+2,550 

30,614 

35,560 

+4,946 

9,712 

8,630 

-1 ,082 

15.850 

16.700 

+  850 

677,491 

536,655 

-140,836 

24,086 

28,104 

+4,018 

Other   14,619  20,026  +5,407 

Total,  NIH   $  2 ,1 50 ,45sI/$  2,157 ,9971^$    +7  ,542 


!_/  Includes  Cancer  Research  Initiative  of  $337,622,000  in  1972  and 
$430,000,000  in  1973.    Excludes  Scientific  Activities  Overseas  of 
$25,545,000  in  1972  and  $25,619,000  in  1973. 

Highlights  of  the  1973  Budget 

The  President's  1973  budget  for  NIH  provides  an  overall  net  increase  of 
$7.5  million.    This  apparently  slight  increase  is  the  result  of  a  requested 
decrease  for  BHME's  programs  due  to  a  carryover  of  1972  construction  funds 
for  obligation  in  fiscal  year  1973.    When  viewed  on  an  obligational  basis, 
the  decrease  for  BHME  is  $11  million  and  the  net  increase  in  obligations 
for  total  NIH  is  $135.4  mill  ion. 

1.    Research :    The  requested  net  increase  over  1972  is  $138.9  million 
or  approximately  10  percer.t.    The  major  features  of  the  budget  for 
research  are: 


a.  An  increase  of  $92  million  in  cancer  research  for  continua^ior 
and  expansion  of  the  cancer  research  initiative,  including  the 
National  Cancer  Plan  and  construction  of  new  centers  and  upgrading 
of  present  facilities; 

b.  An  increase  of  $22  million  in  heart  and  Ijng  researcn, 
including  such  special  areas  as  sickle  cell  disease,  pulmonarv 
diseases,  arteriosclerosis  and  T!?edical  devices  development; 

c.  An  increase  of  $5  million  for  expanded  researcn  in  arthritis, 
kidney  disease,  diabetes  and  digestive  diseases; 

d.  An  increase  of  $10  million  directed  at  such  activities 
population  research,  mental  retardation,  sudden  infant  death 
syndrome  and  nutrition; 

e.  Except  for  the  cancer  initiative,  no  major  change  is  being 
sought  for  research  fellowships  and  training  grants  until  studies 
underway  reveal  what  the  future  course  should  be  for  these 
activities . 

2.  Health  Manpower  Education:    The  net  decrease  of  $140.8  million 
was  requested  based  on  the  fact  that  no  new  construction  grant  funds 
were  required  because  of  the  large  appropriation  in  1972  that  allows 
for  a  sizeable  carryover  for  use  in  1973.    Excluding  construction, 
major  features  of  the  request  are: 

a.  An  increase  of  $12.6  million  for  institutional  support  for 
medical,  dental  and  related  health  professional  schools  includinc 
allied  health  and  public  health  schools.    The  increase  should 
help  put  the  schools  on  firmer  financial  footing  and  the 
incentives  for  expanding  enrollment  and  shortening  curriculum 
should  have  the  effect  of  producing  more  trained  health  personnel 
more  rapidly; 

b.  An  increase  of  $5.9  million  for  student  assistance  tc  ■^'.ez-' :h' 
and  dental  students  designed  to  provide  support  to  a  greater 
number  of  students  and  to  provide  support  for  the  mere  flexible 
forgiveness  and  cancellation  clauses  conta"'ned  in  tne  Corr.p re i  ■'■ 
Health  Manpower  Training  Act  of  1971 . 

3.  National  Library  of  Medicine:    The  requested  iricreii- ;  v-ve,'    \:" ^ 
of  $4  million  will  provide  two  major  features: 
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a.  An  increase  of  $1.5  million  for  assistance  grants  to  other 
medical  libraries; 

b.  An  increase  o-^  $1.2  r.illion  for  the  Lister  Hill  Center  which 
is  dedicated  to  bringing  modern  connuni cation  technology  into 
the  service  of  practitioners  and  assisting  to  iiTiprove  the  medical 
services  available  in  remote  areas. 

4.    Summary :    The  following  table  is  a  suimary  by  appropriation  for 
-the  past,  present  and  future  years: 


SUMMARY  BY  APPROPRIATION 


1971 

1972  - 

1973 

Comp. 

Comp. 

Estimate 

Chance 

Research  Institutes  &  Divisions 

Bio  Standards   $ 

8,725 

&        n  one 

5  9,297 

Cancer  

232,959 

337,522 

430,000 

+92,378 

Heart  

195,739 

o    o    1  c  n 

l:>c  ,  1 58 

254 ,41 6 

35,704 

43,404 

44,076 

+672 

138,011 

153,152 

158,394 

+5,242 

102,318 

116,581 

117,298 

+717 

Allergy...  

■  99,803 

108,749 

111  ,907 

+3,158 

Gen. '  Med.  Sci . 

159,886 

173,513 

175,716 

^2,203 

Child  Health  

94,816 

1 1 6,91 5 

1  26,696 

+9,780 

31  ,178 

37,255 

•  37,201 

-54 

Environmental  Health  

20,237 

26,408 

28,817 

+2,409 

'Research  Resources  

65,431 

74,948 

74,929 

-19 

Fogarty  Inter.  Center.... 

3,732 

4,338 

4,465 

+127 

Total,  IRD's                  $1  ,189,549 

$1  ,434,259  . 

$1 ,573,212 

$+1  38,953 

Bureau  of  Health  Manpower  Educ. 

431  ,923 

577,491 

536,655 

-140,836 

National  Library  of  Medicine 

21,510 

24,086' 

28,104 

+4,013 

Office  of  the  Director 

10,498 

.  11,054 

11,526 

+472 

Buildings  6  Facilities 

3,565 

8,500 

+4,935 

Total,  NIH    $1  ,653, 480^'^$2, 150,4551/  $2,1  57,9971^$  +7,532 


Excludes  amounts  for  the  apprccriation,  "Scientific  Activities  Overseas 
(SAO)  which  is  shown  with  NIH  for  oresentdtion  purposes  in  the  President' 
Budget.    SAO  ^s  administered  by  the  Office  of  International  Health,  DHEW. 


9 


IV.  STATUS  OF  NIH  APPROPRIATION  1973 


Summary  by  Appropriation 
(in  thousand^^ 


1973 
President ' s 
Budget 

1973 
House 

,a1  lov/ance 

1973 
Srnate 
Al  1  ov;ance 

Research  Institutes  &  Divisions: 

Biologic  Standards  

Cancer  

Heart  

Arthritis  

Neurology  

Al  lergy  

General  medical  sciences  

Child  Health  

Eye  

Environmental  health  

Research  resources  

Fogarty  International  Center  

$  9,297 
430,000 
254,416 
44,076 
158,394 
117,293 
111  ,907 
175,716 
126,696 
37,201 
28,817 
74,929 
4,465 

S  9,528 
492,205 
300,000 
46.991  ■ 
167,316 
130,672 
113,414 
183,171 
130,429 
38,562 
30,956 
75,073 
4,666 

9,528 
492,205 
350,000 
54 ,000 
182,000 
145 ,000 
135,000 
206,000 
160,000 
45,000 
32,000 
83,000 
6,000 

Total  IRD's  

1  ,573,212 

1 ,722,983 

1  ,899,733 

Bureau  of  Health  Manpower  Education 

536,655 

742,628 

931  ,178 

National  Library  of  Medicine  

28,104 

28,568 

29,068 

n  ,526 

12,042 

13,042 

Buildings  and  Facilities  

8,500 

8,500 

33,480 

TOTAL,  NIH  

$  2,157,997 

S  2,514,721 

$  2,906,501 
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V.     FEDERAL  BUDGETS  FOR  MEDICA,       D,  FY  1970-1973 
(in  millions)* 


Agency 

1970 

1971 

1972 

1973 

Increase 

% 

inc. 

actual 

actual 

est.  obligations 

1573/72 

Total  Fed. 

$1,664 

$1,857 

$2,162 

$2,370 

$208 

Agriculture 

50 

50 

65 

72 

7 

1  1 

AEC 

104 

105 

107 

115 

8 

7 

DoD 

■  125 

124 

124 

137 

13 

10 

Environ.  Protection 

13 

17 

20 

3 

18 

DHEW** 

■  M77 

1 ,298 

.1,568 

1,706 

138 

9 

(NIH) 

(873) 

(1,039) 

(1,266) 

.  (1,369) 

(103) 

(8) 

NASA 

86 

75 

60 

58 

-2 

-3 

NSF 

28 

"  34 

3S 

35 

0 

0 

VA" 

59 

63 

68 

75 

7 

10 

Other 

35 

85 

118 

152 

34 

29 

*Covers  support  of  medical  and  heal th-rel -i ted  R&U  (projects,  resources,  and 
general  support  including  P.L.  480  funding  for  research)  but  not  training  or 
construction. 


*FY  1970  includes  those  research  programs  transf"rr*MJ  to  the  Environmental 
Protection  Agency  in  Decemt)er  1970. 
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VI.    LEGISLATION  AND  PENDING  BILLS 


BILL 


SENATE 


HOUSE 


FINAL 


National  Institute  of  Gerontology 
(S.  887,  H.R.  14424) 

(OR)  6/21/72 

(P)  7/18/72 

National  Heart,  Blood  Vessel,  Lung, 
and  Blood  Act  (S.3323,  H.R.  15801) 

(P) 

(P)  7/18/72 

Multiple  Sclerosis 
(H.R.  15475) 

(R)  6/27/72 

Cooley's  Anemia 
(H.R.  15474) 

(R)  6/27/72 

Appropriations  for  Labor/DHEW-1973 
(H.R.  15417) 

(P)  6/27/72 

(P)  6/15/72 

Consumer  Product  Safety  Act 
(S.  3419,  H.R.  15003) 

(P)  6/21/72 

(R)  6/20/72 

VA  Medical  Schools  (Manpower) 
(S.  2219,  H.J.  Res.  7^8) 

(P)  4/27/72 

(P)  7/19/71 

Health  Facilities,  Health  Manpov/er, 
&  Community  Mental  Health  Centers 
Act  (S.  3716)  (Allied  Health) 

(OR)  6/21/72 

Medical  Emergency  Transportation  & 
■^dical  Services  Acts  (S.  3221, 
A. P..  12565,  H.R.   i278/  / 

H.R.  15859 
(clean  bill) 
(AF)  6/27/72 

Children's  Dental  Health 
(S.  1874,  H.R.  10356) 

(P)  12/10/71 

Military  Medical  Schools  (Manpower) 
(H.R.  2) 

(P)  6/06/72 

(P)  11/03/71 

Department  of  Human  Resources 
(S.  1432,  H.R.  6961  ,  H.R.  6966) 

(HB)  5/25/71 

(HB)  6/02/71 

Advisory  Committees 
(S.  3529,  H.R.  4383) 

(AF)  4/12/72 

(P)  5/09/72 

Health  Maintenance  Organizations 
(S.  3327,  H.R.  5615,  H.R.  5766) 

(OR)  6/21/72 

(HC)  5/18/72 

D.C.  Medical  Schools 
(H.R.  13713) 

(AF)  4/20/72 

Health  Science  &  Society 
Commission  (S.J.  Res.  75) 

(P)  12/02/71 

Welfare/Social  Security 
(H.R.  1) 

(HC)  2/09/72 

(P)  6/22/71 

Key:    AF  -  Approved  by  Subcomm'i ttee 
for  Full  Committee 

C  -  In  Conference 

OA  -  Conference  Agreement  Reached 

CS  -  Conference  Scheduled 

DB  -  Debate  Begun 

HB  -  Hearings  Begun 


HC  -  Hearings  Completed 
HS  -  Hearings  Scheduled 
NA  -  No  Action  Required 
OR  -  Ordered  Reported 

P  -  Passed 

R  -  Reported 
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PUBLIC  LAWS  OF  INTEREST  TO  NIH,  92ND  CONGRESS 

1)  P. L.  92-48 

Fiscal  1972  .    :ce  of  Education  Appropriations 
July  9,  1971 

2)  P.L.92-52 

' HPEA  Student  Loan  and  Scholarship  Extension 
July  9,  1971 

3)  P.L.  92-69 

Medical  Information  Exchange  Extension" 
August  6,  1971  _  _ 

4)  P.L.  92-80  :■  ^  •■ 
Labor/DHEW  Appropriations  for  Fiscal  1972 
August  10,  1971 

5)  P.L.  92-86 

National  Science  Foundation  Authorization  Act  of  1972 
August  11 ,  1971 

6)  P.L.  92-157  "  ■ 
Comprehensive  Health  Manpower  Training  Act  of  1.971 
November  18,  1971 

7)  P.L.  92-158 

""'Nurse  Training  Act  of  1971 

November  18,  1971  :  ■ 

8)  P.L.  92-218 

"•■National  Cancer  Act  of  1971  " 
December  23,  1971  ■;  _  : 

9)  P.L.  92-255  ■  . 

Drug  Abuse  Office  and  Treatment  Act  of  1972 
March  21,  1972 

10)  P.L.  92-258  •      •  • 
Nutrition  Program  for  Older  Americans  ' 
March  22,  1972 

11)  P.L.  92-294 

National  Sickle -Cell  Anemia  Cort'^ol  Act 
May  16,  1972 

12)  P.L.  92-303 

Black  Lung  Benefits  Act  of  1972 
May  19,  19^2 
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13)  P.L.  92-305  -i^j.^^:.;.;^  -.0  :^  .h- 

National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
May  19,  1972 

14)  P.L.  92-306 

Supplemental  Appropriations  Act,  1972  (Cancer) 
Hay  27,  1972 


to 
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I.    ORGANIZATION  OF  THE 
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II.    THE  CURRENT  YEAR  (FISCAL  1973)  BUDGET 


A.    General  Background 

The  1973  President's  Budget  request  for  the  NIH  amounted  to  $2.2  billion, 
including  an  increase  of  $53.3  million  for  the  National  Cancer  Institute. 

Both  Houses  of  the  Congress  have  acted  on  the  DHEW  Appropriations  Bill, 
but  as  of  October  6,  1972  no  Conference  action  had  taken  place.  Briefly, 
the  House  allowed  $2.5  billion,  or  an  increase  of  nearly  $330  million. 
The  increase  would  permit  the  support  of  research  grants,  training  grants 
and  fellowships  at  close  to  the  1972  program  level  and  provide  increased 
support  for  Health  Manpower  construction,  institutional  support  and 
student  assistance.    The  Senate  passed  the  vetoed  Bill  with  the  proviso 
that  total  DHEW  appropriations  can  be  reduced  to  the  level  of  the  House 
Bill,  except  that  no  appropriation  or  activity  can  be  reduced  more  than 
10%  below  the  vetoed  Bill.    No  accurate  figures  by  appropriation  are 
available  at  this  time  (October  6,  1972). 

The  following  tables  show  a  comparison  of  1972  Budget  Authority  with 
the  1973  President's  Budget.    The  amounts  for  1972  deviate  slightly 
from  the  actual  appropriation  since  they  have  been  made  comparable  to  the 
1973  estimate. 
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III.  1973  BUDGET  AUTHORITY 
(in  thousands  of  dollars) 


Activity 

Research  Institutes  &  Divisions: 

Research  grants  

Training  grants  and  fellowships  

Laboratory  and  clinical  research  

Research  and  development  contracts.. 
Collaborative  research  and  support.. 

Other  direct  operations  

Construction  (Cancer)  

Subtotal,  Institutes  &  Divisions.. 

Bureau  of  Health  Manpower  Education: 
Medical,  dental  and  related 

health  professions  

Nursing  

Public  health  

Allied  health  

Program  direction  and  manpower 

analysis  

Other  

Subtotal ,  BHME  

National  Library  of  Medicine  

Other  

TOTAL,  NIH  


1973  Change 
1972  Estimate  over  1972 


$791 ,573 
186,406 
114,945 
232,181 
39,768 
59,461 

1,476,334 

$852,837 
186,363 
121 ,160 
263,054 
43,161 
64,623 
4Q  nnn 

1  ,580,198 

+$61 ,264 
-43 
+6,215 
+30,873 
+3,393 
+5,162 

+103,864 

469,795 
144,399 
18  999 
30,620 

344,560 
122,934 
21  571 
35,665 

-125,235 
-21,465 
+2  572 
+5,045 

9,749 
4,000 

8.898 
4,000 

1/ 

-851 

677,562 

537,628 

-139,934 

24,127 

28,568 

+4,441 

14,889 

20,542 

+5,653 

2,192,912  1/ 

2,166,936 

2/ 

-25,976 

y  Total  funds  available  for  obligation  are  estimated  at  $608.0  million, 
including  $70.4  million  for  advance  obligational  authority,  plus  other 
carryover  funds  appropriated  prior  to  1973. 

U  Includes  Cancer  Research  Initiative  of  $378,885,000  in  1972  and 
$432,205,000  in  1973.    Excludes  Scientific  Activities  Overseas  funds 
of  $25,545,000  in  1972  and  $25,619,000  in  1973. 


Highlights  of  the  1973  Budget 
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The  President's  1973  budget  for  NIH  provides  an  overall  net  decrease  of 
$26.0  million.    This  is  the  result  of  a  requested  decrease  for  BHME's 
programs  due  to  a  carryover  of  1972  construction  funds  for  obligation 
in  fiscal  year  1973.    When  viewed  on  an  obligational  basis,  the  decrease 
for  BHME  is  $11  million  and  the  net  increase  in  obligations  for  total 
NIH  is  $135.4  million. 

1.  Research:    The  requested  net  increase  over  1972  is  $103.9  million 
or  approximately  7  percent.    The  major  features  of  the  budget  for 
research  are: 

a.  An  increase  of  $53  million  in  cancer  research  for  continua- 
tion and  expansion  of  the  cancer  research  initiative,  including 
the  National  Cancer  Plan  and  construction  of  new  centers  and 
upgrading  of  present  facilities; 

b.  An  increase  of  $22  million  in  heart  and  lung  research,  in- 
cluding such  special  areas  as  sickle  cell  disease,  pulmonary 
diseases,  arteriosclerosis  and  medical  devices  development; 

c.  An  increase  of  $6  million  for  expanded  research  in  arthritis, 
kidney  disease,  diabetes  and  digestive  diseases; 

d.  An  increase  of  $11  million  directed  at  such  activities  as 
population  research,  mental  retardation,  sudden  infant  death 
syndrome  and  nutrition; 

e.  Except  for  the  cancer  initiative,  no  major  change  is  being 
sought  for  research  fellowships  and  training  grants  until  studies 
underway  reveal  what  the  future  course  should  be  f:r  these  activities. 

2.  Health  Manpower  Education:    The  net  decrease  of  $139.9  million  was 
requested  based  on  the  fact  that  no  new  construction  grant  funds  were 
required  because  of  the  large  appropriation  in  1972  that  allows  for  a 
sizeable  carryover  for  use  in  1973.    Excluding  construction,  major 
features  of  the  request  are: 

a.  An  increase  of  $8.6  million  for  institutional  support  for 
medical,  dental  and  related  health  professional  schools  including 
allied  health  and  public  health  schools.    The  increase  should  help 
put  the  schools  on  firmer  financial  footing  and  the  incentives  for 
expanding  enrollment  and  shortening  curriculum  should  have  the 
effect  of  producing  more  trained  health  personnel  more  rapidly; 

b.  An  increase  of  $5.9  million  for  student  assistance  to  medical 
and  dental  students  designed  to  provide  support  to  a  greater  number 
of  students  and  to  provide  support  for  the  more  flexible  forgiveness 
and  cancellation  clauses  contained  in  the  Comprehensive  Health 
Manpower  Training  Act  of  1971. 


3.  National  Library  of  Medicine:    The  requested  increase  over  1972 
of  $4  million  will  provide  two  major  features: 

a.  An  increase  of  $1.6  million  for  assistance  grants  to  other 
medical  libraries; 

b.  An  increase  of  $1.2  million  for  the  Lister  Hill  Center  which 
is  dedicated  to  bringing  modern  communication  technology  into 
the  service  of  practitioners  and  assisting  to  improve  the  medical 
services  available  in  remote  areas. 

4.  Summary:  The  following  table  is  a  summary  by  appropriation  for  the 
past,  present  and  future  years: 

SUMMARY  BY  APPROPRIATION 
(In  thousands) 


1  Q71 

Comp. 

\v  1  C 

Comp. 

1  y  /  J 
Estimate 

Change 

Research  Institutes  &  Div.: 

Heart  

Arthri  ti  s  

Al  lergy  

General  medical  sciences. 

Child  health  

Eye  

Fogarty  Internat'l  Center 

232,969 
195,739 
35,704 
138,011 
102,318 
99,803 
159,886 
94,816 
31,178 
20,237 
66,431 
3,732 

<t;Q  9QZ1 

378,885 
232,688 
43,404 
153,325 
116,722 
109,156 
173,472 
116,510 
37,132 
26,408 
74,981 
4,357 

432,205 
255,280 
44,415 
159  ORQ 
117,877 
112,649 
175,960 
127,244 
37,384 
29,013 
75,009 
4,545 

+53,320 
+22,592 
+1,011 
+5  764 
+1,155 
+3,493 
+2,488 
+10,734 
+252 
+2,605 
+28 
+188 

Total,  Institutes  &  Div. 

1  ,189,549 

1,476,334 

1,580,198 

+103,864 

Bureau  of  Health  Manpower 

435,006 

677,562 

537,628 

-139,934 

Nat'l  Library  of  Medicine.. 

21,510 

24,127 

28,568 

+4,441 

10,498 

11,324 

12,042 

+738 

Buildings  and  Facilities... 

3,565 

8,500 

+4,935 

Total,  NIH.. 

1,656,5631/  2,192,9121/ 

2,166,936Jy 

-25,976 

1/  Excludes  amounts  for  the  appropriation,  "Scientific  Activities  Overseas" 
(SAO)  which  is  shown  with  NIH  for  presentation  purposes  in  the  President's 
Budget.    SAO  is  administered  by  the  Office  of  International  Health,  DHEW. 
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TV.    STATUS  OF  NIH  APPROPRIATION-1 973 

Summary  by  Appropriation 
(In  thousands) 

1973  1  973  1  973 


Prpsi  dent ' ^ 
Budaet 

Npw  Hoij^p 

1 1  ^  f«     (  1 W  Li  O  ^ 

AT  1 nwa  nrp 

Sprif^  t  p 
Al 1 ow?  nro  ' 

Research  Institutes  &  Divisions: 

Bioloaics  standards  . 

$9  528 

$Q  5?R 

^  ^  ^  sj  CD 

432,205 

484,705 

492,205 

Heart  

255,280 

294,410 

320,000 

44,415 

46,669 

49,795 

159,089 

166,288 

173,190 

Neurol  oav  

1 17  ,877 

129  073 

136  403 

112,649 

113,318 

122,048 

175,960 

182,270 

1  92,302 

Child  health  

127,244 

130,031 

142,257 

Eye  

37,384 

38,415 

41  ,137 

29,013 

30,713 

31 ,374 

75,009 

75,065 

78,244 

Fogarty  International  Center... 

4,545 

4,651 

5,200 

Total,  Institutes  &  Divisions 

1  ,580,198 

1  ,705,136 

1  ,793,683 

Bureau  of  Health  Manpower 

537,628 

717,003 

850,428 

National  Library  of  Medicine  

28,568 

28,568 

28,818 

Office  of  the  Director  

12,042 

12,042 

12,542 

Buildings  and  Facilities  

8,500 

8,500 

12,580 

TOTAL.  NIH  

2,166,936 

2,471  ,249 

2,698,051 

— '  The  Senate  version  provides  that  the  President  may  reduce  the  DHEW 
appropriation  to  the  amount  provided  in  the  House  bill,  but  that  no 
appropriation  or  activity  may  be  reduced  by  more  than  10%  from  the 
level  of  the  vetoed  bill. 
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V.      FEDERAL  BUDGETS  FOR  MEDICAL  R&D,  FY  1970-1973 
(in  millions)* 


Agency 

1970 

1971 

1972 

1973 

Increase 

% 

actual 

actual 

est.  obligations 

1973/72 

inc. 

Total  Fed. 

$1 ,664 

$1,857 

$2,162 

$2,370 

$208 

Agriculture 

50 

60 

65 

72 

7 

11 

AEC 

104 

105 

107 

115 

8 

7 

DoD 

125 

124 

124 

137 

13 

10 

Environ.  Protection 

13 

17 

20 

3 

18 

DREW** 
(NIH) 

1,177 
(873) 

1,298 
(1  ,039) 

1,568 
(1  ,266) 

1,706 
(1  ,369) 

138 
(103) 

9 

(8) 

NASA 

86 

75 

60 

58 

-2 

-3 

NSF 

28 

34 

35 

35 

0 

0 

VA 

59 

63 

68 

75 

7 

10 

Other 

35 

85 

118 

152 

34 

29 

*Covers  support  of  medical  and  health-related  R&D  (projects,  resources,  and 
general  support  including  P.L.  480  funding  for  research)  but  not  training  or 
constructi  on. 

*FY  1970  includes  those  research  programs  transferred  to  the  Environmental 
Protection  Agency  in  December  1970. 
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VI.    LEGISLATION  AND  PENDING  BILLS 
BILL  SENATE  HOUSE  FINAL 


National  Institute  of  Gerontology 
(S.  887,  H.R.  14424) 

(P) 

9/21/Z2 

(P) 

7/18/72 

Multiple  Sclerosis 
(H.R.  15475,  S.  3659) 

(P) 

9/26/72 

(P) 

8/1/72 

Appropriations  for  Labor/DHEW,  1973 
(H.R.  15417) 

(P) 

6/27/72 

(P) 

6/15/72 

Vetoed 

Appropriations  for  Labor/DHEW,  1973 
iil.R.  16654J 

(P) 

10/3/72 

9/19/72 

Consumer  Product  Safety  Act 
(S.  3419,  H.R.  15003) 

(P) 
(C) 

6/21/72 
10/3/72 

(P) 
(C) 

9/20/72 
10/3/72 

VA  Medical  Schools  (Manpower) 
(S.2219,  H.J. Res.  748) 

(P) 

4/27/72 

(P) 

7/19/71 

Health  Facilities,  Health  Manpower, 
&  Comnunity  Mental  Health  Centers 
Act  (S.  3716)  (Allied  Health) 

(P) 

amended 
9/20/72 

Medical  Emergency  Transportation 
&  Medical  Services  Acts  (S.  3221, 
H.R.  12563,  H.R.  12787) 

H.R.  15859 
(clean  bi 1 1 ) 
(P)  10/2/72 

Children's  Dental  Health 
(S.  1874,  H.R.  10356) 

(P)  12/10/71 

Department  of  Human  Resources 
IS.  1432,  H.R.  6961,  H.R.  6966) 

(HB)  5/25/71 

(HB) 

6/02/71 

Advisory  Committees 
(S.  3529,  H.R.  4383) 

(P) 

9/12/72 

(P) 

5/09/72  ■ 

Si qned 
10/6/72 

Health  Maintenance  Organizations 
(S.  3327,  H.R.  5615,  H.R.  5766) 

(P) 

9/20/72 

H.R. 16782  (clean"  bill) 
(AF)  9/19/72 

D.C.  Medical  Schools 
(H.R.  13713) 

(AF)  4/20/72 

Health  Science  and  Society 
Commission  (S.J. Res.  75) 

(P) 

12/2/71 

Welfare/Social  Security 
(H.R.  1) 

fP) 

10/5/72 

(P) 

6/22/71 

Public  Health  Personnel  Trainee- 
ship  Program  Extension  (S.  3441) 

(P) 

8/16/72 

Medical  Libraries  Assistance 
Extension  (S.  3752,  H.R.  16933) 

(P) 

8/16/72 

Emergency  Medical  Personnel  Act 
Amendments  (S.  3858,  H.R.  16755) 

(P) 

8/13/72 

(OR) 

10/4/72 

Key:    AF  - 

Approved  by  Subcommittee  for  Full 

Committee  HC 

-  Hearings  Completed 

C  - 

In  Conference 

HS 

-  Hearings  Scheduled 

CA  - 

Conference  Agreement  Reached 

NA 

-  No  Action  Required 

CS  - 

Conference  Scheduled 

OR 

-  Ordered  Reported 

DB  - 

Debate  Begun 

P 

-  Passed 

HB  - 

Hearings  Begun 

R 

-  Reported 
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PUBLIC  LAWS  OF  INTEREST  TO  NIH,  92ND  CONGRESS 

1)  P.L.  92-48 

Fiscal  1972  Office  of  Education  Appropriations 
July  9,  1971 

2)  P.L.  92-52 

HPEA  Student  Loan  and  Scholarship  Extension 
July  9,  1971 

3)  P.L.  92-69 

Medical  Information  Exchange  Extension 
August  6,  1971 

4)  P.L.  92-80 

Labor/DHEW  Appropriations  for  Fiscal  1972 
August  10,  1971 

5)  P.L.  92-86 

National  Science  Foundation  Authorization  Act  of  1972 
August  11,  1971 

6)  P.L.  92-157 

Comprehensive  Health  Manpower  Training  Act  of  1971 
November  18,  1971 

7)  P.L.  92-158 

Nurse  Training  Act  of  1971 
November  13,  1971 

8)  P.L.  92-218 

National  Cancer  Act  of  1971 
December  23,  1971 

9)  P.L.  92-255 

Drug  Abuse  Office  and  Treatment  Act  of  1972 
March  21,  1972 

10)    P.L.  92-258 

Nutrition  Program  for  Older  Americans 
March  22,  1972 

llj    P.L.  92-294 

National  Sickle  Cell  Anemia  Control  Act 
May  16,  1972 

12)    P.L.  92-303 

Black  Lung  Benefits  Act  of  1972 
May  19,  1972 


P.L.  92-305 

National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
May  19,  1972 

P.L.  92-306 

Supplemental  Appropriations  Act,  1972  (Cancer) 
May  27,  1972 

P.L.  92-414 
Cooley's  Anemia 
August  29,  1972 

P.L.  92-423 

National  Heart,  Blood  Vessel,  Lung,  and  Blood  Act 
September  19,  1972 

P.L.  92-426 

Uniformed  Services  Health  Professions  Revi tal ization  Act  of  1972 
September  21,  1972 
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REFLECTIONS  OM  SCIENCE  AND  l-EDICINT--' 

Robert  0.  Mars ton,  M.D. 
Director 
National  Institutes  cf  Health 
Bethescla,  Maryland 

No  other  institution  deiuons trates  quite  so  clearly  the 
basic  polar  tugs  of  our  society  as  does  the  university-- 
and  vrithin  the  university--the  Medical  School. 

On  the  one  hand  are  the  crises  of  today;  on  the  other, 
the  need  to  invest  in  toinorrov7--on  the  one  side,  the  impor- 
tance cf  the  elite--the  other,  egalitarianism. 

Almost  a  decade  ago  I  v;as  a  member  of  a  site  visit  team 
which  was  impressed  favorably  v;ith  your  decision  to  become  a 
medical  school  without  compromising--indeed,  as  another  part 
of  your  historic  comimitment  to  the  immediate  health  of  the 
people  of  your  community. 

Reason  enough  for  me  to  be  pleased  to  be  here  for  your 
first  academic  convocation!     In  addition,  at  a  particularly 
critical  tim.e  in  my  own  career  I  had  the  good  fortune  to  have 
a  very  close  working  relationship  with  George  Jam.es  who  was 
the  Chairman  of  the  initial  review  commi.ttee  during  the  early 

*To  be  presented  at  the  Academic  Convocation,  Mount  Sinai 
School  of  MediQ-Jne,^  New  York  City,  New  York,  October  27,  1972. 
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days  of  the  Reeional  Medical  Prograir.s .     In  that  capacity  he 
vas  one  of  a  handful  of  najor  outsider  advisers  that  I  became 
increasingly  dependent  on.     This  v:as  the  saine  time  that  Dr.  James 
vas  deeply  involved  in  the  development  of  the  medical  school 
here  and  through  his  enthusiastic  eyes  I  had  an  opportunity 
to  see  the  promise,  excitement  and  dedication  which  v;ent  into 
the  creation  of  the  expanded  missions  of  this  institution. 

I  vant  to  share  v;ith  you  som.e  reflections  on  science  and 
medicine  fromi  the  perspective  of  a  Federal  official  vho  during 
the  past  half  dozen  years  has  served  at  the  national  level 
across  the  spectrum  of  biom.edical  research,  education  in  the 
health  area,   and  at  an  earlier  stage  in  the  Federal  programs 
related  to  the  organization  and  delivery  of  health  services. 

A  vriter  seeking  headlines  might  summ.arize  vhat  I  intend 
to  say  as  follows:  Mars  ton  cautioned  against  overem.phas  is  on 
targeted  programs  in  biomedical  research,  against  excesses  of 
the  nev7  consumerism.,  and  he  v;orried  that  too  much  money  might 
corrupt  the  medics. 

I  have  indeed  chosen  to  speak  on  those  matters  but  m.y 
most  impprtant  message  is  that  professionals  in  medicine,  by 
virtue  of  specialized  and  intensive  training,  have  a  unique 
opportunity  to  contribute  to  the  well-being  of  society. 
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Let  me  turn  nov;  to  speak  first,  aucut  the  usefulness  of 
science  in  the  medical  field--what  things  it  can  do  and  what 
things  it  cannot  do;   secondly,   to  talk  about  the  new  consumerism-- 
its  strengths  and  som.e  of  its  v?eaknesses;  and  third,  to  focus 
on  the  hopes  and  fears  of  the  American  people--specif ically 
in  matters  of  health. 

Science  and  Medicine  o 

The  discovery  of  the  povrer  of  the  exper im.ental  approach 
may  indeed  prove  to  be  the  dominant  feature  of  the  20th 
Century.     The  experim.ental  approach  is  the  most  powerful 
instrum.ent  for  seeking  the  truth.     Form.er  Chief  Justice, 
Charles  E.  Hughes  stated  it  very  well  at  the  American 
Association  for  the  Advancem.ent  of  Science  Annual  Meeting 
in  1925: 

"If  to  an  increasing  degree  we  have  the  security 
of  sound  public  opinion,  if  the  extravagances  and  diatribes 
of  political  appeal  fail  of  their  object,  and  if, 
notwithstanding  the  apparent  confusion  and  welter  of  our 
life,  we  are  able  to  find  a  steadiness  of  purpose  and  a 
quiet  dominating  intelligence,  it  is  largely  because  of 
the  multitude  of  our  people  who  have  been  trained  to  a 
considerable  extent  in  the  scientific  method,  who  look  for 


4 


facts,  who  have  cultivated  the  habit  of  inquiry  and  in  a 
thousand  callings  face  the  tests  of  definite  investigations. 
With  scientific  applications  on  every  hand,   the  American 
people  are  daily  V7inning  their  escape  from  the  danger  of 
being  fooled. . .We  need  your  interest  in  knowledge  for  its 
own  sake;     the  self-sacrificing  ardor  of  your  leaders; 
your  ceaseless  search  for  truth;     your  distrust  of  phrases 
and  catch-words;     your  rejection  of  every  plausible 
counterfeit;     your  vrillingness  to  discard  every  disproved 
theory  however  honored  by  tradition,  while  you  jealously 
conser^/e  every  gain  of  the  past  against  madcap  assault; 
your  quiet  temper,  and,  above  all,  your  faith  in  humanity 
and  your  zeal  to  prom.ote  the  social  welfare.     We  need  your 
horizon,  your  outlook  on  the  world." 

But  on  the  other  side  of  the  coin  is  to  expect 
unrealistically  the  experimental  approach  to-  solve  all 
human  problems.     Ev^en  in  the  area  of  disease  where  the 
experimental  approach  has  produced  such  brilliant  benefits 


\ 
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many  probleins  are  not  science-based.     These  would  include 
cancer  associated  with  cigarette  smolcing  v.-here  motivation, 
not  new  knov7ledge,  constitutes  the  deficit.     In  som.e 
hereditary  diseases  it  seems  unlikely  that  any  method  other 
than  selective  exclusion  of  marriages  will  be  effective. 
And  some  aspects  of  pollution  and  environmental  problem^s 
will  depend  primarily  on  social  trade-offs,  rather  than  on 
the  development  of  nev7  knowledge.     In  general,  the  really 
serious  problems  of  man  have  been  resistant  to  drastic 
political  and  economic  remiedies.     In  contrast  there  have 
been  dram.atic  successes  in  research  and  technology,  and 
as  a  result  of  these  successes  there  is  a  growing  demand 
that  science  solve  the  problems  of  humanity,  even  V7hen  there 
are  questions  that  cannot  be  ansv7ered  by  science. 

I  spoke  at  some  length  on  this  subject  at  Woods  Hole 
about  a  year  ago.     Alvin  Weinberg  has  characterized  this 
same  theme  as  the  need  to  distinguish  between  science  and 
what  he  calls  trans-science.     While  I  have  tended  to  use 


\ 
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examples  from  the  medical  field,  he  has  used  exam.ples  from 
his  ovm  field  of  nuclear  energy.     For  example,  he  points 
out.  that  in  the  im.portant  matter  of  setting  acceptable 
standards  for  lov?  levels  of  radiation,  it  would  take  8  billion 
mice  to  establish  a  scientific  answer,  a  number  so  large  that 
clearl}''  we  have  used  and  vjill  use  other  ways  at  arriving  at 
an  ansvjer.     But  in  addition  to  those  conditions  in  which  he 
finds  that  science  is  inadequate  simply  because  to  get  the 
ansvjers  would  be  unrealis tica liy  expensive,  he  also  argues 
that  science  m.ay  be  inadequate  because  the  basic  subject 
matter  is  too  Vc.riable,   such  as  in  the  social  sciences,  to 
allow  rationalization  according  to  the  strict  scientific 
criteria  established  within  the  natural  sciences.     Then  too, 
science  may  be  inadequate  simply  because  the  issues 
themselves  involve  moral  and  esthetic  judgments,  rather  than 
scientific  truths. 

As  we  move  into  what  is  likely  to  be  a  period  of  even 
more  active  criticism  of  those  in  the  health  professions,  it 
is  essential  that  there  be  a  clear  understanding  of  the 


nature  and  limitation  of  the  role  of  medical  research  in 
solving  health  problems . 

We  at  NIH  are  committed  to  carry  out  as  effectively 
as  possible  not  only  those  high  emphasis  programs  grov.'ing 
out  of  an  expert  consensus  of  scientific  opportunity,  but 
also  those  programs  where  social  need  or  public  hopes  are 
stronger  forces  in  targeting  than  scientific  leads. 
Population  research,  sickle  cell  anemia,  arteriosclerosis 
and  cance:."  are  examples  v;here  mixture  of  both  need  and 
opportunity  exists.     Tliere  is,  however,  a  tendency  to  confu 
the  new  package-- the  targeted  research  program- -as  differen 
in  kind,  less  dependent  on  creative  individuals  and  less 
dependent  on  strict  use  of  the  experimental  method.  Here 
the  package  must  not  be  confused  vjith  the  substance.  The 
experimental  method  helps  to  find  truth,  not  necessarily 
a  social  remedy,  and  experiments  com.e  out  as  they  come  out, 
not  as  we  want  them  to  come  out. 
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The  New  ConsuTP-erisra 

I  just  mentioned  that  v;e  are  entering  a  phase  of 
medicine  in  vjhich  I  believe  health  professionals  as 
individuals,  and  as  groups ,  will  coiTie  in  for  their  greatest 
criticism  since  Hippocrates.     Consuraerisn  has  extended  far 
beyond  thrifty  bargaining  at  the  market  place.  The 
movement  has  brought  into  question  institutions,  agencies, 
professions,  and  industries,  and  in  many  cases,  rightly  so. 
One  effect  of  the  questioning  already  is  to  expose  the 
individual  physician  and  the  profession  as  a  v;hole  to  a 
level  of  criticism  sharper  than  at  any  time  in  the  past. 
Physicians  are  experiencing  this  new  adversary  relationship 
in  confrontations  ranging  from  threats  of  personal  malpractice 
suits  to  the  questions  "Why  cai' t  you  cure  m}'"  disease?"  or 
"VJhy  should  you  get  rich  off  of  my  pain?"    A  simple  but 
unsatisfactory  defense  is  to  engage  in  a  defensive  practice 
of  medicine,  prescribing  extra  laboratory  tests  and  X-rays 
and    unnecessary  consultations  more  to  protect  the  physician 
than  his  patients.     It  is  little  wonder  that  some 
professionals  are  discouraged  and  disappointed  to  find  that 
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their  altruism  and  above-average  workload  in  this  field  of 
service  seem  to  go  unappreciated. 

In  the  past,  medical  students  and  other  health 
workers  xcere  v;arned  to  avoid  becoming  trapped  in  a  self 
image  of  God- like  proportions.     Remember  for  instance, 
Robert  Louis  Stevenson's  v7ords ,  "There  are  men  and  classes 
of  men  that  stand  above  the  common  herd;   the  soldier,  the 
sailor,  and  the  shepherd  not  infrequently;  the  artist 
rarely,  rarelier  still,   the  clergyman;   the  physician  alm.ost 
as  a  rule.     He  is  the  flov;er  (such  as  it  is)  of  our 
civilization;  and  when  that  stage  of  m.an  is  done  V7ith,  and 
only  to  be  marvelled  at  in  history,  he  will  be  thought  to 
have  shared  as  little  as  any  in  the  defects  of  that  period, 
and  most  notably  exhibited  the  virtues  of  the  race. 
Generosity  he  has,  such  as  is  possible  to  those  who  practice 
an  art,  never  to  those  who  drive  a  trade;  discretion,  tested 
by  a  hundred  secrets;   tact,  tried  in  a  thousand 
embarrassments;  and  what  are  more  important,  Herculean 
cheerfulness  and  courage.     So  that  he  brings  air  and  cheer 
into  the  sick  roDm.,  and  often  enough,  though  not  so  often 
as  he  wishes,  brings  healing." 
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Many  of  you  v;ho  v:ere  attracted  into  ir^edicine  have  v?ith 
me  some  of  the  feeling  of  ^\^hat  Stevenson  is  saying.  From 
time  to  time  I  have  the  privilege,  of  talking  \vith  m.edical 
students.     As  one  who  has  strayed  into  the  area  of  public 
administration  v:here  criticism,  fair  and  unfair,  is  well 
•within  the  rules  of  the  game,   I  have  alerted  them  to  the 
shock  that  they  face  as  well,  and  have  expressed  my  hope 
that  in  their  reaction  to  criticism  they  can  avoid  cynicism 
vhich  can  be  more  destructive  than  egotism:.     I  hope  that 
the  graduating  classes  of  the  seventies  \;ill  not  become 
entrenched  in  blind  defense  of  the  status  quo.     In  that 
direction  is  stagnation. 

But  there  is,  as  alv7ays,   the  other  side  of  the  question. 
When  does  consumerism  intrude  inappropriately  into  the  area 
of  expertise?     The  package  labelled  consumerism  does  not 
automatically  insure  truth.     Selfish  people  for  personal 
advancement  fly  under  its  banner  but  I  am  even  miore  con- 
cerned about  the  misguided  but  well-motivated  who  feel  that 
a  pure  heart  can  substitute  for  ignorance,  an  honest  tongue 
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fer lack  of  competency  and  clever  criticism  for  substantive 
contributions.  Ve  must  beware  of  those  v:ho  seek  only  to 
destroy,  not  build,  of  those  v;ho  depend  only  on  the  heart, 
not  the  mind  in  matters  of  health,  but  at  the  same  tim.e  be 
alert  to  the  truths  that  they  also  speak--that  medicine  is 
for  people,  not  for  doctors  or  other  health  professionals, 
and  not  for  institutions  or  intellectual  enjoyment. 

The  Hopes  and  Fears  of  Americans 

The  last  area  I  vant  to  discuss  has  to  do  with  the 
hopes  of  the  AiTierican  people  as  they  apply  to  health.  In 
the  field  of  medicine  one  can  characterize  the  period  beD.-jeen 
1965  and  1975  as  a  time  in  which  awareness  of  various  health 
problems  grev?.     Public  anxiety  from  a  variety  of  sources 
focused  on  inaccessibility,  high  cost  and  a  growing  confusions 
over  the  apparent  incompatibility  bet^-^een  m.odern  miracles 
of  health  on  the  one  hand,  and  the  failure  to  resolve  human 
problem.s  on  the  other  hand.     Remember  that  in  1965,  Medicare 
Medicaid,  regional  medical  programs,  comprehensive  health, 
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health  research  resources  and  the  second  phase  of  the  health 
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professions  education  act  \vhich  for  the  first  time  gave 
direct  assistance  to  educational  ins titutions --vere  all 
enacted.     Much  additional  legislation  as  promissory  notes 
to  the  American  people  has  passed  in  succeeding  years --most 
recently,  for  example,   the  comprehensive  health  m.anpovjer 
legislation  of  1971,   the  new  Cancer  Act  of  1971,  the  new 
Heart  Act  of  1972. 

Not  only  has  there  been  a  probing  within  the  executive 
and  legislative  branches  of  Governm.ent,  but  a  cry  of  the 
times  has  been  if  we  can  put  a  m.an  on  the  moon,   let's  cure 
cancer.     Another  has  been  the  equally  m.isguided  suggestion, 
let's  stop  all  research  and  \ise  that  money  to  cu-e  people. 
Another  trend  has  been  the  increasing  anticipation  that 
nothing  short  of  major  changes  in  financing,  in  distribution, 
and  in  organization,  can  be  expected  over  the  next  fex>7  years. 
The  national  request  for  more  health  workers  has  led  to 
increasing  numbers  of  young  people  heading  for  health  careers, 
especially  as  the  job  market  in  engineering  and  physics  and 
school  teaching  seems  to  be  constricting.     It's  led  also  to 
another  serious  dilemm.a.    We  are  dependent  on  the  graduates 
of  foreign  medical  schools  at  the  same  time  V7e  are  turning 
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av7ay  increasing  n^jm.bers  of  qualified  Arr.ericsns  from  cr.reer 
opportunities  in  nedicine.     I  do  not  think  this  country 
V7ill  long  tolerate  this  situation. 

Against  this  background  of  increasing  dissatisfaction 
V7hich  some  have  called  a  national  health  crisis,   there  is 
a  contrasting  view  suggesting  considerable  contentment 
despite  the  minor  inconveniences  of  today.     In  health  as  in 
other  fields  those  v.-'ho  have  it  made  may  V7ant  to  keep  it  that 
vay.     Against  this  background,   the  health  worker  can  be 
easily  trapped.     On  the  one  hand,  he's  a  have- -perhaps  the 
most  have  of  all--from  som.e  of  the  statistics  on  job  and 
income  estimates.     However,  he  is  sworn  by  all  that  is 
decent  in  the  v:hole  history  of  mankind  not  to  disti.nguish 
betvTeen  the  rich  and  the  poor,  the  povrerful  and  weak  in 
matters  of  health.     If  I  were  completely  honest  with  you, 
I  might  suggest  that  those  of  us  in  medicine  think  seriously 
about  the  quotation  "it  is  easier  for  a  camel  to  pass  through 
the  eye  of  a  needle  than  for  a  rich  man  to  enter  heaven." 

At  this  ceremony  today,  we  recognize  excellence  and  high 
achievement  by  creative,  highly  trained  and  experienced 
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individuals  with  all  the  pomp  and  tradition  of  academia. 
At  the  same  time  this  institution  has  a  long  yet  growing 
image  of  effective  ser\^ice--or  as  it  is  called  today,  conmunity 
involvement.     It  is  right  and  necessary  that  an  institution 
such  as  this  have  the  tools  and  capability  to  do  both  vjithout 
sharp  boundaries  betx-^een  the  t\<'o.     As  one  who  has  been 
interested  in  tissue  culture  and  has  filmed  the  activities 
of  living  cells,   I  v:as  reminded  on  the  way  to  this  Convocation 
of  that  brief  but  essential  moment  in  the  life  of  all  cells 
vhich  is  called  mitosis  or  the  similar  sexual  process  called 
meiosis.     The  DNA  v;hich  is  normally  organized  throughout  the 
nucleus  of  the  cell  suddenly  condenses  into  chrom.osom.es  and 
then  under  the  polar  forces  of  two  centripetal  bodies  at  each 
end  of  the  cell  there  is  a  dramatic  separation  with    half  of 
the  DNA  going  to  one  side  and  half  going  to  the  other.  Thus, 
the  total*  accumulation  of  knov7ledge  of  the  life  processes  is 
displayed  in  a  brief  essential  and  to  me  beautiful  highly 
polarized  condition.     During  this  tim.e,  it  should  be  pointed 
out,  how^ever,   that  the  cell  is  not  carrying  out  other  functions 
and  it  is  only  when  the  redistribution  of  the  DNA  in  close 
relationship  v;ith  the  functioning  processes  of  the  cell  occurs 
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that  it  is  abl--.  to  cr-Ty  out  its  special  job.     Thus,  today, 
even  vhile  ve  lock  at  this  cercrr.ony  briefly  in  isolation  the 
characteristics  v.-'e  honor  are  an  integrated  part  of  the  life 
of  our  society.     Thus,   it  is  a  joy  to  congratulate  the 
recipients  of  these  degrees  and  to  say  how  pleased  I  am  to 
be  back  and  to  V7ish  this  new  institution  the  very  best  in 
the  future. 
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II.    The  Current  Year  (Fiscal  1973)  Budget 


In  view  of  the  President's  veto  of  the  1973  Labor-HEW  Appropri- 
ation Bill,  the  National  Institutes  of  Health  will  operate  at  the  1972 
level  under  terms  of  a  "continuing  resolution"  which  expires  February  28, 
1973.    In  general,  this  will  preclude  the  initiation       any  totally  new 
programs  pending  the  passage  and  approval  of  a  1973  appropriation. 

The  following  tables  show  a  comparison  of  the  1972  Budget  Authority 
with  the  original  1973  President's  Budget.    The  amounts  for  1972  deviate 
slightly  from  the  actual  appropriation  since  they  have  been  made  co'n- 
parable  to  the  1973  estimate. 
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III.  1973  BUDGET  AUTHORITY 
(in  thousands  of  dollars) 


Activi^.y 

ryesearch  Institutes  &  Divisions: 

Researc'i  grants  

Training  grants  ana  fellowships  

Laboratory  5-';d  clinvcal  research.... 
Research  and  development  contracts.. 
Collabfjrative  research  and  support.. 

Other  direct  operations  

Construction  (Cance--)  

Subl.otal,  Institui:e£  &  Divisions.. 

Bureau  of  Health  Manpcvo.r  Education: 
Medical,  dental  and  t-e.-loted 

heal  th  urofessions  

Nursing  

Publi :  health  

Allied  health  

Program  (iirection  and  manpower 

analysi  s  

Other  

Subtotcl ,  'jHlAE  

National  Libr  ary  of  Med  icine  

Other  

TOTAL,  NIH  


1973  Change 
1972  Estimate  over  1972 


$791  ,573 
186,406 
114,945 
232,181 

"3  n  ICQ 

39, /6o 
59,461 
52,000 
1  ,476,334 

$852,837 
186,363 
121  ,160 
263,054 
43,161 
64,623 
49,000 
1  ,580,198 

+$61 ,264 
-43 
+6,215 
+30,873 
+3 ,  3yj 
+5,162 
-3,000 
+103,864 

469,795 
144,399 
18,999 
30,620 

344.560 
122,934 
21  ,571 
35 ,565 

-125,235 
-21  ,465 
+2,572 
+5,045 

9,749 
4,000 

8,898 
4,000 

1/ 

-851 

677,562 

537,628 

Tin  ■"!*>' 

-  1 , 3Jn 

24,127 

28,568 

+4,441 

14,889 

20,542 

+5,653 

2,192,912  y 

2,166,936 

2/ 

-25,976 

1/  Total  funds  available  for  obligation  are  estimated  at  $608.0  million, 
including  $70.4  million  for  advance  obligational  authority,  plus  other 
carryover  funds  appropriated  prior  to  1973. 

y  Includes  Cancer  Res  earch  Initiative  of  $378,885,000  in  1  972  and 

$432,205,000  in  197  3.    Excludes  Scientific  Activities  Overseas  funds 
of  $25,545,000  in  1  972  and  $25,619,000  in  1973. 
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Highlights  of  the  1973  Budget 

The  President's  1973  budget  for  NIH  provided  an  overall  net  decrease  of 
$26.0  million.    This  is  the  result  of  a  reqcested  decrease  for  BRMU's 
programs  due  to  a  carryover  of  1972  construction  funds  for  obligation 
in  fiscal  year  1973.    When  viewed  on  an  obligational  basis,  the  decrease 
for  BHME  is  $11  million  and  the  net  increase  in  obligations  for  total 
NIH  is  $135.4  million. 

1.  Research:    The  requested  net  increa?-  over  1972  is  $103.9  million 
or  approximately  7  percent.    The  major  features  of  the  budget  for 
research  are: 

a.  An  increase  of  $53  million  in  cancer  research  for  continua- 
tion and  expansion  of  the  cancer  research  initiative,  including 
the  National  Cancer  Plan  and  construction  of  nev/  centers  and 
upgrading  of  present  facilities; 

b.  An  increase  of  $22  million  in  heart  and  luog  research,  in- 
cluding such  special  areas  as  sickle  cell  disease,  pulmonary 
diseases,  arteriosclerosis  and  medical  devices  development; 

c.  An  increase  of  $6  million  for  expanded  research  in  arthritis, 
kidney  disease,  diabetes  and  digestive  diseases; 

d.  An  increase  of  $11  million  directed  at  such  activities  as 
population  research,  mental  retardation,  sudden  infant  death 
syndrome  and  nutrition; 

e.  Except  for  the  cancer  initiative,  no  major  change  is  being 
sought  for  research  fellov/ships  and  training  grants  until  studies 
underway  reveal  what  the  future  course  should  be  for  these  activities. 

2.  Health  Manpower  Education:    The  net  decrease  of  $139.9  million  was 
requested  based  on  the  fact  that  no  nev/  construction  grant  funds  were 
required  because  of  the  large  appropriation  in  1972  that  allows  for  a 
sizeable  carryover  for  use  in  1973.    Exc-luding  construction,  major 
features  of  the  request  are: 

6.    An  increase  of  $8.6  million  for  institutional  support  for 
medical,  dental  and  related  health  professional  schools  including 
allied  health  and  public  health  schools.    The  increase  should  help 
put  the  schools  on  firmer  financial  footing  and  the  incentives  for 
expanding  enrollment  and  shortening  curriculum  should  have  the 
effect  of  producing  more  trained  health  personnel  more  rapidly; 

b.    An  increase  of  $5.9  million  for  student  assistance  to  medical 
and 'dental  students  designed  to  provide  support  to  a  greater  number 
of  students  and  to  provide  support  for  the  more  flexible  forgiveness 
and  cancellation  clauses  contained  in  the  Comprehensive  Health 
Manpower  Training  Act  of  1971. 
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3.  National  Library  of  Medicine:    The  requested  increase  over  1972 
of  $4  million  will  provide  two  major  features: 

a.  An  increase  of  $1.6  million  for  assistance  grants  to  other 
medical  libraries; 

b.  Anincrease  of  $1.2  million  for  the  Lister  Hill  Center  which 
is  dedicated  to  bringing  modern  communication  technology  into 
the  service  of  practitioners  and  assisting  to  improve  the  medical 
services  available  in  remote  areas. 

4.  Summary:  The  following  table  is  a  summary  by  appropriation  for  the 
past,  present  and  future  years: 

SUMMARY  BY  APPROPRIATION 
(In  thousands) 


1971 
Comp. 

1972 
Comp. 

1973 

Estimate 

Chanae 

Research  Institutes  &  Div.: 
Biologies  standards  

Heart  

Dental  

General  medical  sciences. 
Child  health  

Environmental  health  

Fogarty  Internat'l  Center 

$8,725 
232,969 
195,739 
35,704 
1 38,01 1 
102,318 
99,803 
159,885 
94,816 
31,178 
20,237 
66,431 
3,732 

$9,294 
378,885 
232.688 
43,404 
1 55 , 325 
116.722 
109,156 
173,472 
116,510 
37,132 
26,408 
74,981 
4,357 

$9,528 
432,205 
255,280 
44,415 
1 59 ,089 
117,877 
112,649 
175,960 
127,244 
37,384 
29,013 
75,009 
4,545 

+$234 
+53,320 
+22,592 
+1,011 
+5 . 764 
+1 .155 
+3.493 
+2.488 
+10,734 
+252 
+2,605 
+23 
+188 

Total,  Institutes  &  Div. 

1,189,549 

1,476,334 

1,580,198 

+103,864 

Bureau  of  Health  Manpower 

435.006 

677,562 

537,628 

-139,934 

Nat'l  Library  of  Medicine.. 

21,510 

24,127 

28,568 

+4,441 

Office  of  the  Director  

10,498 

11,324 

12,042 

+718 

Buildings  and  Facilities... 

3,565 

8,500 

+4,935 

Total,  NIH.. 

1,656,5631/  2,192,9121/ 

2,166,9361/ 

-25,976 

y  Excludes  amounts  for  the  appropriation,  "Scientific  Activities  Overseas" 
(SAO)  which  is  shown  with  NIH  for  presentation  purposes  in  the  President's 
Budget.    SAO  is  administered  by  the  Office  of  International  Health,  DHEW. 
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IV.      FEDERAL  BUDGETS  FOR  MEDICAL  R&D,  F\  1970-1973 

(in  millions)* 


Agency 

1  Q7n 

1Q7T 

1972 

1973 

inc. 

actual 

actual 

est.  obligations 

19 73// 2 

Total  Fed. 

$1 ,664 

$1,857 

$2,162 

$2,370 

$208 

10. 

Agriculture 

50 

60 

65 

72 

7 

11 

AEC 

104 

105 

107 

115 

8 

7 

DoD 

125 

1  CT 

1  0/1 

1  t-T 

137 

13 

in 

Environ.  Protection 

13 

17 

20 

3 

18 

DHEW** 

1,177 

1,298 

1 ,568 

1,706 

138 

9 

(NIH) 

(873) 

(1  ,039) 

(1  ,266) 

(1  .369) 

(103) 

(8) 

NASA 

86 

75 

60 

58 

-2 

-3 

NSF 

28 

34 

35 

35 

0 

0 

VA 

59 

63 

68 

75 

7 

10 

Other 

35 

85 

118 

152 

34 

29 

*Covers  support  of  medical  and  health-related  R&D  (projects,  resources,  and 
general  support  including  P.L.  480  funding  for  research)  but  not  training  or 
construction. 

**FY  1970  includes  those  research  programs  transferred  to  the  Environmental 
Protection  Agency  in  December  1970. 
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V.    LEGISLATION  AND  PENDING  BILLS 

1)  P.L.  92-48 

Fiscal  1972  Office  of  Education  Appropriations 
July  9,  1971 

2)  P.L.  92-52 

HPEA  Student  Loan  and  Scholarship  Extension 
July  9,  1971 

3)  P.L.  92-69 

Medical  Information  Exchange  Extension 
August  6,  1971 

4)  P.L.  92-80 

Labor/DHEW  Appropriations  for  Fiscal  1972 
August  10,  1971 

5)  P.L.  92-86 

National  Science  Foundation  Authorization  Act  of  1972 
August  11 ,  1971 

6)  P.L.  92-157 

Comprehensive  Health  Manpower  Training  Act  of  1971 
Nove  '  -r  18,  1971 

7)  P.L.  92-158 

Nurse  Training  Act  of  1971 
November  18,  1971 

8)  P.L.  92-218 

National  Cancer  Act  of  1971 
December  23,  1971 

9)  P.L.  92-255 

Drug  Abuse  Office  and  Treatment  Act  of  1972 
March  21,  1972 

10)  P.L.  92-258 

Nutrition  Program  for  Older  Americans 
March  22,  1972 

11)  P.L.  92-294 

National  Sickle  Cell  Anemia  Control  Act 
May  16,  1972  . 

12)  P.L.  92-303 

Black  Lung  Benefits  Act  of  1972 
May  19,  1972 
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13)  P.L.  92-305 

National  Institute  of  Arthritis,  Metabolism,  and  Digestive  Diseases 
May  19,  1972 

14)  P.L.  92-306 

Supplemental  Appropriations  Act,  1972  (Cancer) 
May  27,  1972 

15)  P.L.  92-414 
Cooley's  Anemia 
August  29,  1972 

16)  P.L.  92-423 

National  Heart,  Blood  Vessel,  Lung,  and  Blood  Act 
September  19,  1972 

17)  P.L.  92-426 

Uniformed  Services  Health  Professions  Revi tal ization  Act  of  1972 
September  21 ,  1972 

18)  P.L.  92-449 

Communicable  Disease  Control  Amendments  Act  of  1972 
September  30,  1972 

19)  P.L.  92-463 

Federal  Advisory  Committee  Act 
October  6,  1972 

20)  P.L.  92-484 

Technology  Assessment  Act  of  1972 
October  13,  1972 
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BILL 

SENATE  • 

HOUSE 

OUTCOME 

Appropriations  for  Labor/DHEW,  1973 
(H.R.  15417) 

(P)  6/27/72 

(P)  6/15/72 

VETOED 

8/16/72 

Appropriations  for  Labor/DHEW,  1973 
{V  R.  15554) 

(P)  10/3/72 

(P)  9/19/72 

(CP) 

10/14/72 

National  Institute  on  Aging 
(S.  887,  H.R.  14424) 

(P)  9/21/72 

(P)  7/18/72 

(CP) 

10/12/72 

Multiple  Sclerosis 
(H.R.  15475,  S.  3659) 

(P)  9/26/72 

(P)  8/1/72 

(CP) 

10/17/72 

Consumer  Product  Safety  Act 
(S.  3419,  H.R.  15003) 

(P)  6/21/72 

(P)  9/20/72 

(CP) 

10/14/72 

VA  Medical  Schools  (Manpov;er) 
(S.  2219,  H.J. Res'.  748) 

(P)  4/27/72 

(P)  7/19/71 

(CP) 

10/13/72 

Emergency  Meaical  Personnel  Act 
Amendnients  (S.  3858,  H.R.  16755) 

(P)  8/18/72 

(P)  10/13/72 

(CP) 

10/17/72 

Welfare/Social  Security 
(H.R.  1) 

(P)  10/5/72 

(P)  6/22/71 

(CP) 

10/17/72 

Health  Facilities,  Health  Manpower, 
&  Community  Mental  Health  Centers 
Act  (S.  3715)  (Allied  Health) 

amended 
(P)  9/20/72 

* 

Medical  Emergency  Transportation 
&  Medical  Services  Acts  (S.  3221, 
H.R.  12563,  H.R.  12787) 

H.R.  15359 
(clean  bil 1 ) 

(P)  10/2/72 

* 

Children's  Dental  Health 
(S.  1874,  H.R.  10355) 

(P)  12/10/71 

* 

Department  of  Human  Resources 
(S.  1432,  H.R.  6961,  H.R.  6966) 

(HB)  5/25/71 

(HB)  6/02/71 

* 

Health  Maintenance  Organizations 
(S.  3327.  H.R.  5615,  H.R.  5766) 

(P)  9/20/72 

H.R.  167S2 
(clean  bill ) 
(AF)  9/19/72 

* 

D.C.  Medical  Schools 
(H.R.  13713) 

(AF)  4/20/72 

Health  Sdence  and  Society 
Commission  (S.J. Res.  75) 

(P)  12/2/71 

* 

Public  Healtn  Personnel  Traineeship 
Program  Extension  (S.  3441) 

(P)  8/16/72 

* 

Medical  Libraries  Assistance 
Extension  (S.  3752,  H.R.  16933) 

(P)  8/16/72 

* 

KEY:     AF  -  Approved  by  Subcommittee  for  Full  Committee 
HB  -  Hearings  Begun 
P    -  Passed 

CP  -  Cleared  for  President 

*   -  Did  not  complete  legislative  process.    Will  need  to  be  reintroduced 
in  93rd  Congress 
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m::dical  3ciei;ce,  the  clinical  trial  and  sociEr:^'= 

Robert  Q.  Mars  ton,  M.D. 
Direc  tor 
Naticr.al  irxStit^jtes  of  Health 
Bethc-SG£,  Maryland 

There  are  several  reasons  for        to  be  pleased  co  be 
with  you  at  the  dedication  ceremonies  for  the  McLeod  Nursing 
Building  and  the  Jordan  Medical  Education  Building.     From  thE 
national  standpoint,  we  have  here  highly  visible,  tangible 
evidence  of  progress  toward  a  national  goal  to  increase  our 
capabi'lity  to  ir/iet  the  health  needs  of  the  people,  through 
corrbincd  Fed'^^ral..  State  and  i^cal  efforts.     There  are  also 
personal  reasons  I  am  pleased  to  be  at  Mr.   Jefferson.' s  L'niversi 
toda->-.     I  have  had  long  and  close  friendships  '■.vith  p.any  at  the 
University-- to  naine  just  two,  President  Shannon  and  Vice 
President  Crispeli.     In  addition,  the  first  medical  dean  I 
can  remember  is  Dean  Jordan.     As  did  many  of  my  vintage  in 
riedicine,  I  used  the  textbook  on  histology  authored    by  Jordan 
and  Kindred.     Also,  Dr.  Jordan  provided  m.e  with  one  of  my  first 
difficult  career  choices-- that  of  the  choice  between  the 
University  of  Virginia  School  of  Medicine  and  the  Medical.  Colle 
of  Virginia.     I  might  add  that  thirty  years  later  miy  son  is 
attending  the  University  of  Virginia.     Another  reason  for  being 

-To  be  press^nted  at  dedication  ceremonies  for  the  !'2Leod  Nursir 
Building  and  the  Jordan  Medical  Education  3u:;.lding  at  the 
Ui-i?uversitY  of  Virginia,  Charlottesville,  Virginia,  Novei'.c.vr  IC 
1972. 
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pleased  was  to  learn  that  my  old  friend,  Dr.  Tnomas  Hunter, 
has  been  conducting  a  series  of  socio-medical  conferences 
covering  the  subject  which  I  am  addressing  today. 

This  occasion  provides  an  appropriate  setting  in  which 
to  speak  seriously  about  some  of  the  boundary  conditions  under 
which  the  students  passing  through  these  buildings  will  carry 
out  their  professional  careers.     1  have  only  two  basic  themes. 
Ihe  first  is  to  express  my  rededication  and  that  of  the 
National  Institutes  of  Health  to  the  principle  of  insuring 
that  all  individuals  involved  as  subjects  of  medical  research 
be  as  fully  protected  as  humanly  possible.     The  second  theme 
is  related--an  empnasis  on  the  need  for  experimentation  with 
human  subjects  including  an  assertion  that  there  is  immorality 
in  not  carrying  out  necessary  research  involving  human  subjects. 
I  believe  we  should  look  directly  at  the  implications  of  the 
subject,  its  necessity  and  its  hazards.     Such  a  discussion 
inevitably  raises  a  question  of  the  welfare  of  the  individual 
versus  the  welfare  of  society--a  subject  with  x^7hich  Mr.  Jefferson 
struggled  so  effectively.     Just  as  he  continuously  stressed  the 
ultimate  importance  of  the  individual--so  must  we  as  we  deal 
with  the  many  facets  of  this  issue. 


-  3- 

The  need  for  scientific  knowledge  is  intensified  today 
because  doctors  have  never  before  been  in  a  position  to  produce 
so  much  positive  good  on  one  hand,  or  harm  on  the  other, 
through  the  double-edged  potency  of  their  therapeutic  weapons. 
However,   the  issue  is  not  altogether  a  modern  one.  According 
to  Dr.  William  Roxce ,   the  Emperor  Napoleon  Bonaparte  once  said 
"I  do  not  want  two  diseases,  one  nature-made,  one  doctor-made."  (1) 
Napoleon's  pointed  comment  was  sharper  than  he  could  possibly 
have  known.     The  march  of  m.edical  knowledge  in  the  intervening 
years  has  expanded  immeasurably  the  possibility  cf  "doctor-made" 
disease . 

Rene  Dubcs  spelled  out  some  of  the  specifics  of  the 
potential  dangers  from  the  tools  of  medical  science  in  these 
words  "who  could  have  dreamt  a  generation  ago  that  hypervitamincsis 
■would  become  a  common  form  of  nutritional  disease  in  the  VJestei-n 
world? ....  and  the  use  of  x-rays  would  be  held  responsible  for  the 
increase  in  certain  types  of  cancer?    That  the  introduction  of 
detergents  in  various  synthetics  would  increase  the  incidence 
of  allergy ...  that  advances  in  chemotherapy  and  other  therapeutic 
procedures  would  create  a  new  staphylococcus  pathology? ...  that 
patients  with  all  form.s  of  iatrogenic  diseases  would  occupy 
such  a  large  number  of  beds  in  the  modem  hospital?"  (2) 
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This  very  progress  is  the  compelling  reason  for  a 
continuing  and  close  examination  of  the  relations  betv;een 
medical  science  and  clinical  trials"-and  other  research 
involving  human  subjects.     We  are  dealing  with  a  dynamic, 
ever -changing  base  of  substantive  knowledge.     Sometimes  the 
progress  of  a  research  project  itself  moves  the  state  of 
knowledge  so  rapidly  that  serious  and  involved  ethical 
problems  arise  concerning  uhe  continuation  of  that  same 
experiment. 

For  exam.ple,   in  Sir  Austin  Bradford  Hill's  article, 
"Medical  Ethics  and  Controlled  Trials,"  he  described  the. 
complex  situation  which  arose  in  a  trial  of  long-term  therapy 
using  anticoagulants  in  cerebrovascular  disease.     He  relates, 
"In  previous  uncontrolled  studies  there  was  a  distinct  if 
inconclusive  suggestion  in  favor  of  their  _/anticoagulants_./ 
use,  and  sufficient  indeed^  to  make  a  trial  difficult.  Yet 
when  put  to  the  test  of  a  controlled  trial,  with  the  comparison 
of  a  fully  treated  group  and  a  group  given  a  dose  insufficient 
to  interfere  with  the  clotting  mechanism.,   it  not  only  appeared 
that  no  protection  was  afforded  against  the  recurrence  of 
cerebrovascular  accident,  but  there  was  a  small  but  definite 
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risk  of  cerebral  heinorrhage  in  the  fully  treated  cases.  Here 
we  have  an  ins  tance--rmd  by  no  means  unique --of  the  wheel 
turning  full  circle.     At  the  start  of  the  trial  was  it 
ethical  to  withhold  the  treatment?     At  its  end,  was  it  ethical 
to  give  it?        It  is  very  easy  to  be  wise   (and  critical)  after 
the  event;   the  problem  is  to  be  wise   (and  ethical)  before  .the 
event."  (3) 

Any  discussion  of  the  benefits  of  scientific  investigation 
involving  the  use  of  huraan  subjects  brings  to  mind  a  graduate 
of  this  University's  School  of  Medicine,  Walter  Reed,  who 
received  his  M.D.  degree  at  the  age  of  seventeen.     Ke  became 
a  national  hero  because  of  his  contribution  to  tha  control  of 
yellow  fever.     Every  school  child  knows  the  story  of  how  the 
construction  of  the  Panama  Canal  was  stopped  because  of 
devastation  from  yellow  fever.     In  1900,  Walter  Reed  and  his 
associates  discovered  that  yellov;  fever  is  transmitted  to  a 
non-immune  individual  by  means  of  a  bite  of  a  mosquito  that 
had  previously  fed  on  the  blood  of  someone  sick  with  this  disease.  (4) 
What  is  not  always  remembered  about  this  event  is  the  serious 
ethical  question  that  was  raised  by  Dr.  Reed's  experiments.  At 
that  time,  it  was  not  known  that  experimental  aniirials  could  be 
given  the  disease;  therefore,  human  studies  were  necessary. 
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Army  volunteers  were  both  exposed  to  infected  mosquitoes  and 
given  subcutaneous  injections  of  virulent  material.  The 
subjects  were  av7are  of  the  risk,  indeed,  Dr.  Lazear,  the 
group's  entomologist  and  bacteriologist,  died  after  an 
accidental  bite.     None  of  the  individuals  living  normally 
in  non-risk  areas  could  have  been  expected  to  benefit  themselves 
from  these  experiments.     It  is  highly  unlikely  that  the  experi- 
ments would  have  been  permitted  under  today's  guidelines.  And 
yet  the  social  benefits  were  great,   the  experim.ents  were  vjell 
designed  and  the  moral  implications  were  seriously  considered 
at  the  time,  and  the  results  are  part  of  our  national  history. 

In  shocking  contrast  is  the  example  from  American  history 
of  the  result  of  treatment  by  unverified  methods.     The  central 
figure  is  Dr.  Benjamin  Rush.     His  conduct  in  earlier  epidemics 
of  yellow  fever  was  described  by  Dr.  VJilliam  Bean  as  "especially 
tragic  because  Rush  treated  literally  hundreds  of  victims  of 
the  disease.     His  purging  and  bleeding  becam.e  almost  a  routine 
premortal  ceremony- -the  heroic  aspects  of  Benjamin  Rush,  his 
many  ideas  about  mental  healthi,  his  signing  of  the  Declaration 
of  Independence,  have  made  us  forget  the  harm  he  did.  His 
willingness  to  follow  the  guttering  candle  of  ignorance,  his 
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dogmatic  conviction  that  he  vas  right,  his  consumrriate  ability 

to  fool  himself  consistently  helped  to  kill  an  unm.aasured  plenty 

of  his  patients  in  Philadelphia.     That  his  motives  were  pure 

and  serene  constitutes  another  example  of  the  unlimited  capacity 
of  man  to  fool  hi.mself."  (5) 

Let  me  turn  from  the  past  to  focus  on  the  essential  need 
for  research  involving  human  beings.     There  are  several  obvious 
reasons  why  such  research  must  be  carried  on.     First,   in  mianv 
instances,   there  may  not  be  a  suitable  anim.al  m.odel.  Second, 
even  if  such  an  animal  model  exists,   the-^-e  alvTays  com.es  a  time 
at  which  the  test  m.us  t  be  carried  out  in  man.     Even  when  the 
situation  is  ss  clearcut  as  it  was  when  it  becam.e  possible  to 
prevent  the  death  of  experimentally  infected  mice  by  treatmient 
with  penicillin,   it  still  was  necessary  to  test  the  antibiotic 
in  man.     Medical  history  is  full  of  examples  in  which  the  promise 
of  animal  experimentation  failed  to  hold  up  in  humans,  or  in 
which  the  results  in  man  exceeded  those  that  v7ould  have  been 
predicted  from  anim.al  experimentation.     Finally,  and  most  relevant 
to  this  discussion,   is  _the  need  to  test  definitively  in  humans  the 
procedures  and  therapies  which  are  already  part  of  the  practice  of 


-  8  - 

medicine.     The  potency  of  modem  procedures  and  therapies 

is  such  that  the  experimental  method  is  often  the  only  effective 

vay  to  determine  if  their  benefits  are  outweighed  by  undue  hazard. 

The  late  Dr.  George  James,  known  as  an  advocate  for  reform 
in  health  services,  stated  the  problemi  veil  in  one  of  his  last 
talks;  "In  the  discussion  of  ethical  considerations  relating  to 
clinical  research,"  Dr.  Jam>es  said,   "the  rights  of  the  unborn 
generations  to  benefit  from  the  fruits  of  the  research  must  also 
be  weighed.     It  can  be  debated  that  no  man  today  has  the  free 
and  moral  right  to  condemn  his  grandchildren  to  the  same  perils 
disease  to  which  he  is  exposed  by  virtue  of  the  present  lack 
of  effective  scientific  information,  and  his  failure  to 
participate  in  a  search  for  it.     It  would  help  greatly  to  educate 
the  population  about  this  principle  if  the  defects  in  our  present 
medical  armamentarium  are  to  be  made  evident."  (6) 

Dr.  Archibald  L.  Cochrane  has  pointed  out  in  his  recently 
published  book  titled  "Efficiency  and  Effectiveness"  that  the 
United  Kingdom's  National  Health  Service  has  in  the  main  achieved 
its  goal  to  make  health  services  available  and  accessible  to  the 
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entire  population  at  a  cost  that  individuals  could  afford. 
However,  he  said  the  impact  of  the  prograirs  on  the  health  of 
the  people  of  Great  Britain  was   limited  by  the  scientific  base. 
In  Dr.  Cochrane 's  words,  "There  is  a  strong  suggestion  that 
the  increase  in  input  since  the  start  of  the  NHS  has  not  been 
matched  by  any  marked  increase  in  output  in  the   'cure'  section. 
In  the  illustrative  examples  there  were  strong  suggestions 
of  inefficient  use  of  effective  therapies,   and  considerable 
use  of  ineffective  ones."   (7)     A  major  them.e  in  his  book 
underlines  the  necessity  of  undertaking  appropriate  randomized 
clinical  trials  as  a  primary  m.eans  for  building  the  scientific 
base . 

There  are  several  key  areas  in  which  the  equivalent  of 
Benjam.in  Rush's  well  intended  but  disastrous  actions  occur  or 
may  occur  today .     I  have  already  quoted  from  Bradford  Hill 
concerning  the  use  of  anticoagulants  in  the  prevention  of  stroke. 
We  have  recently  concluded  scientific  studies  in  the  use  of  oral  hype 
glycemic  agents  to  control  diabetes  from  which  it  has  been  possible 
to  identify  an  increased  risk  from  the  use  of  such  drugs.  Studies 
concerning  the  side  effects  of  smallpox  inoculation,  balanced 
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against  the  need  for  such  inoculations  in  this  country,  have 
led  to  a  modification  in  recoircnendations  concerning  the  use 
of  smallpox  vaccine. 

Each  branch  of  medicine  has  similar  examples  demonstrating 
the  role  of  ignoraiice  as  a  dominant  deterrent  in  the  achievement 
of  effective  health  programs. 

Objective  data  on  the  hazards  of  medical  practice  are 
scarce.     Such  studies  as  we  have  can  be  over-interpreted  in  either 
direction.     But  let  me  give  one  exam.ple. 

Gardner  and  Cluff  have  found  in  their  review  of  prospective 
studies  of  adverse  reaction  in  hospital  patients  that  "with 
certain  exceptions ,   the  percentage  of  patients  with  untoward 
reactions  to  drugs  in  the  hospital  has  ranged  between  10  and  18 
percent  despite  the  wide  variety  of  institutions  and  investi- 
gational methods."   (8)     Even  when  one  accepts  the  fact  that 
serious  disease  justifies  measures  that  increase  the  risk  of 
adverse  reactions,  these  figures  are  sufficiently  high  for  concern. 

We  stand  today  at  a  point  at  which  there  is  a  need  and 
opportunity  to  strengthen  markedly  the  scientific  basis  of 
ledicine  to  the  advantage  of  all.     However,  the  need  and 
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opportunity  exist  at  a  time  V7hen   (1)  there  is  a  trend  back  to 
"trial  and  error  Tr.edicine ;''    (2)  there  is  a  failure  to  recognize 
even  in  the  health  professions,  as  -well  as  the  public  at  large, 
the  need  for  and  uhe  value  of  randomized  clinical  trials,  and 
(3)  there  is  increasing  concern  about  the  welfare  of  individuals 
involved  as  subjects  in  research.     VJhen  all  is  said  and  done, 
there  are  really  three  ways  for  determining  what  actions  to  take 
in  disease  prevention,   treatment  or  rehabilitation.     First,  is 
the  logical  extension  of  fundamental  knowledge  to  its  application 
in  man--th£  movement  from,  scientific  t'leory  to  scientific 
practice.     increasingly  m  trie  future  actions  on  this  basis 
must  be  coupled  with  the  practical  dem.ons  tration  of  their 
effectiveness.     For  m.any  years  we  knew  that  tobacco  smoke  containe 
potential  carcinogens  but  until  the  evidence  was  gained  that 
smoking  does  cause  carcinoma  of  the  lung  in  man,  there  was  an 
insufficient  b^sis  to  start  a  campaign  to  decrease  smoking.  Ve 
know  today,  as  a  result  of  epidemiological ' s tudies *  the  risk 
factors  which  may  account  for  50  percent  of  heart  attacks  under 
the  age  of  65,  but  we.inust  carry  out  through  intervention  trials, 
the  crucial  studies  that  will  tell  us  whether  elimination  of  such 
risk  factors  will,  in  fact,  prevent  heart  attacks. 
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The  second  basis  for  making  decisions  is  the  empirical 
use  of  the  results  of  experience,   the  experience  of  colleagues 
and  teachers.     Medicine  has  been  particularly  dependent  on 
this  type  of  visdcm  and  will  be  in  the  future.     This  accumulated 
wisdom  may  serve  both  patient  and  doctor  well.     However,   it  is 
a  transient  type  of  wisdom.     It  is  the  best  that  one  can  do  under 
the  circumstances,  weighing  all  of  the  factors,  but  subject  to 
modification  v?hen  and  if  adequate  information  becomes  available. 

The  third  mechanism  for  making  decisions  is  exemplified 
by  the  controlled  clinical  trial.     Because  such  research  tends 
to  be  long-Lerm,  difficult  ana  expensive,   the  clinical  trial  is 
less  understood  and  appreciated  than  the  dramatic  results  of 
penicillin  or  a  nev;  vaccine.     Further,  the  large  clinical  trial 
tends  often  to  be  unrewarding  in  a  professional  sense  to  the 
individual  investigators  who  make  up  the  scientific  team. 
Although  it  is  incompletely  understood  and  incompletely  applied, 
the  clinical  trial  is  the  type  of  research  on  which  V7e  will 
become  increasingly  dependent  as  time  goes  on. 

Let  me  turn  now  to  my  second  major  them.e.     How  best  can  we 
be  sure  that  we  protect  the  rights  of  individuals  involved  in 
clinical  research?    Many  of  you  in  this  audience  are  well  aware 
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of  the  many  articles  and  books  on  the  ethical  aspscts  of  the 
use  of  human  subjects  for  research.     A  number  of  bills  relating 
to  scientific  experimentation  with  hiLT.an  subjects  vere  introduced 
in  the  last  Congress  reflecting  a  growing  interest  in  the  subject 
I  am  particularly  anxious  that  at  NIH  we  interpret  and  enforce 
reasonable  policies  derived  from  basic  and  universal  moral  tenets 
as  well  as  from  requirements  for  sound  scientific  work.     It  is 
important  also  that  as  we  review  our  policies  V7e  take  in~o 
account  the  changing  social,   technical  and  political  trends  and 
even  economic  devcl  opr.ents .     New  dimiensions  in  medicine  itself 
are  creating  changes.     For  example,   the  basis  for  choosing 
recipients  of  kidney  transplants  was  a  nonquestion  until  such 
transplants  becam.e  feasible.     Now  it  is  an  ethical  problem  co  be 
solved . 

For  more  than  a  quarter  of  a  century,   the  NIH  has  been 
the  principal  source  of  national  support  for  biomedical  research. 
We  also  conduct  a  very  sizeable  research  program  in  our  laborator 
at  Bethesda.     Thus,  we  have  a  special  responsibility  for  the 
ethical  conduct  of  research  involving  hum.an  beings. 
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From  the  beginning  of  our  grant  programs  in  1937,  the 
NIH  Councils  have  been  sensitive  to  the  risks  involved  in 
research  project  proposals,  often  denying  such  proposals  when 
the  risks  were  unacceptable. 

About  1965,  NIH  led  the  way  in  the  development  of  special 
policies  and  procedures  to  protect  individuals  involved  in  the 
experim.ents  we  support.     Subsequently,  we  made  clear  our  interest 
in  the  ability  of  institutions  to  monitor  adequately  processes 
they  had  set  up  to  protect  individuals  regardless  of  the  source 
of  research  support.     Along  this  line  I  was  particularly  pleased 
recently  to  hear  that  the  Association  of  American  Medical  College 
had  declared  that  the  institutions  making  up  its  m.embership  do 
carry  a  specific  responsibility  for  the  assurance    of  rights  of 
individuals  involved  as  research  subjects,  and  even  more  recently 
the  AMA-AAMC  Liaison  Comm^ittee  on  Medical  Education  has  included 
such  institutional  competence  as  a  matter  to  be  considered  in 
accreditation  reviev?  of  medical  schools. 

The  current  policy  statement  of  the  Department  of  Health, 
Education,  and  Welfare  which  is  based  on  the  "IH-deve loped 
statement  emphasizes  the  grantee's  basic  responsibilities  for 
safeguarding  the  subjects'  rights  and  welfare  and  requires: 
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.  That  no  grant  cr  contract  for  such  activity  be  made 
unless  the  application  has  been  reviewed  and  approved  by  an 
appropriate  institutional  ccT^rmittee, 

.  That  the  conmittee  determine  that  the  rights  and  welfare 
of  the  subjects  involved  are  adequately  protected,   th^>t  the 
risks  to  an  individual  are  outweighed  by  the  potential  benefits 
to  him  or  by  the  importance  of  the  knowledge  to  be  gained,  and 
that  informed  consent  is  to  be  obtained  by  methods  that  are 
adequate  ard  appropriate. 

.  That  the  committee  be  responsible  for  ccntinuin'^  revie;-: 
of  the  activity  in  keeping  V7ith  its  determinations. 

To  date  more  than  75  0  institutions  have  filed  general 
assurances  of  comipliance  with  DREW  policy.     These  assurances 
include  a  statement  of  principles  or  code  v:hich  the  institution 
will  use  to  guide  its  reviewers.     Further,  the  assurances  describ 
the  committee  or  committees  that  will  carry  out  the  review  and 
their  procedures. 

The  statement  of  principles  relied  upon  by  the  great 
majority  of  clinically  oriented  institutions  is  the  Declaration 
of  Helsinki  of  the  World  Medical  Association.     The  ethical 
principles  set  forth  in  the  Declaration  have  been  formially  endors 
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by  the  American  Medical  Association  and  eight  of  its  component 
research  groups.     It  is  probably  the  nearest  thing  to  a  universal 
ethical  code.     Some  lev;  institutions  rely  on  the  older  Nuremberg 
Code,  others  on  the  British  Medical  Research  Council's  statement 
on  Responsibility  in  Investigations  on  Human  Subjects  and,  in 
a  few  instances,  on  a  code  which  is  peculiar  to  the  particular 
hospital  or  school. 

DHE\-7  policy  places  strong  emphasis  on  the  need  for  breadth 
of  review.     It  emphasizes  that  the  institutional  committee  should 
have  the  professional  competence  not  only  to  review  clinical 
projects,  but  also  to  determine  acceptability  of  the  project 
in  terms  of  institutional  regulations,  applicable  laws,  local 
standards  of  professional  practice  and  community  attitudes. 
National  NIH  review  groups  can  provide  in-depth  scientific  review, 
but  they  cannot  provide  the  breadth  of  review  possible  in  a 
Medical  Center,  which  can  assemble  a  local  coinmittee  representing 
the  full  spectrum  of  medical  disciplines,  as  well  as  "lay" 
representatives  from  medical  administration,   legal  medicine, 
and  from  other  segments  of-the  surrounding  community. 
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Recently  the  Food  and  Drug  Administration  issued  its  ovTn 
peer  review  requirements  parallelinf;;  the  DREW  policy  which  governs 
NIH  clinical  research.     The  only  significant  difference  is  that  it 
has  made  lay  mem.bership  on  institutional  review  committees  a 
"must,"  rather  than  a  "should."     I  would  propose  any  future 
amendm.ents  to  the  DHB-J  policy  include  a  similar  change.' 

Our  guidelines  provide  a  high  degree  of  flexibility  for 
the  institution  in  establishing  its  review  procedures,  but  v;e 
insist  that  a  responsible  committee  be  established  and  tl^at  the 
conimittee  adhere  strictly  to  the  three  basic  criteria  1  have 
already  mentioned. 

.  Protection  of  the  rights  and  welfare  of  the  subjects. 

.  Weighing  of  risks  against  benefits. 

.  Determination  that  informed  consent  is  to  be 

obtained  by  m.ethods  that  are  adequate  and  appropriate. 

It  seems  obvious  that  the  first  tV7c  criteria  are  the  most 
critical  to  the  ultimate  decisions  of  any  review  group.  VThether 
or  not  consent  is  in- fact  informed,  admittedly  it  is  difficult 
to  assess.    We  oftentimes  are  in  an  uncertain  situation  in  which 
inadequate  information,  communication  problems,  and  the  inability 
of  the  subject  to  com.prehend--or  to  read--or  to  listen--can  be 
misleading. 
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In  the  chain  of  events  stretching  from  the  first  biomedical 
research  concept  to  ultimate  delivery  of  improved  Hiedical  services 
the  most  critical  link  often  is  the  hirnan  research  subject.  If 
through  lack  of  care  or  an  excess  of  zeal  of  the  investigator 
and  his  interests  V7e  allow  abuse  of  the  human  subject  we  endanger 
the  beneficial  for\^7ard  march  of  research  and  fail  ourselves  as 
professionals. 

Has  the  NIH  policy    been  successful?    We  believe  it  has. 
It  has  demonstrated  that  good  science  and  high  standards  of  erliics 
are  closely  linl:ed.     Indeed,   the  presence  uf  risk  places  3  special 
demand  on  us  that  only  the  highest  quality  of  research  be 
tolerated.     The  NIH  policy  has  introduced  a  new  sensitivity  to 
the  protection  of  individuals  at  every  step  in  the  process  from 
the  preparation  of  research  proposals  through  the  developu.ent  of 
local  institutional  policies,   the  review  at  the  national  level 
by  our  Study  Sections  and  Councils,  as  V7ell  as  in  the  development 
of  national  public  policy  concerning  biomedical  research.  The 
applications  involving  questionable  procedures --never  many- -have 
become  noticeably  fewer  in  the  past  six  years.    However,  we  still 
interpose  our  judgment  by  disapproving  application j   (about  l^?o) 
because  of  hazards,  and  we  know  that  as  new  methods  are  learned. 
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and  new  insights  are  gained,  we  will  face  additional  agonizingly- 
difficult  decisions. 

However,  even  as  I  assert  that  the  NIH-DHEW  policy  has 
been  effective,  I  believe  that  more  discussion,  more  visibility 
and  clarification  of  the  guidelines  in  some  areas  is  needed 
today.     Our  policy^  is  essentially  egalitarian.     It  makes  no 
distinctions  as  to  race,  color  or  socio-economic  status.  For 
instance,  it  touches  only  lightly  on  the  handling  of  subjects 
with  what  it  calls  "limited  civil  freedom,"  a  classification 
which  includes  prisoners,   and  residents  of  institutions  for  the 
mentally  retarded  and  mentally  ill,  and  minors. 

The  policy  assumes  that  the  m.edical  scientist  similarly 
makes  no  distinctions  in  the  choice  of  research  subjects,  except 
as  his  research  interests  are  in  diseases  of  a  particijlar  race, 
common  in  a  certain  socio-economic  group,  or  limited  to  a 
particular  hospital  or  institutional  population. 

Unfortunately,   this  is  not  always  the  way  it  appears. 
Even  more  unfortunately  this  is  not  always  the  way  it  is. 

Many  of  our  major  research  institutions  are  located  in 
the  large  cities  and  their  patients  are  drawn  primarily  from  the 


disadvantaged  groups  crowded  in  the  center  city.     Thus,  their 
research  tends  to  be  concentrated  in  these  groups. 

Medical  research  trials  frequently  require  that  a  convenient 
stable  subject  population  be  followed  over  a  period  of  "weeks  or 
months  rather  than  days  or  hours.     The  raedical  scientist  naturally 
turns  to  groups  vhose  availability  can  be  contTcll€d--hospitalized 
patients,   institutionalized  patients,  medical  students,  and 
prisoners.     Much  research,  particularly  thac  which  involves 
appreciable  risks  and  requires  frequent  monitoring,   is  concentrated 
in  such  groups . 

I  believe  tiiat  the  time  has  come  V7hen  v?£  must  recognize 
that  the  risk  of  involvemient  in  research  is  not  distributed  as 
uniformly  among  the  nation's  citizens  as  is  the  possibility  of 
benefit  from  the  products  of  this  research.  Hovever,  1  expect 
that  the  Assistant  Secretary's  commission  reviewing  the  Tuskegee 
Study  V7ill  ultimately  address  itself  to  certain  aspects  of  the 
problem,  of  research  using  the  disadvantaged  as  subjects. 

At  this  time,  as  I  speak  more  specifically  about  som.e 
plans  and  proposals,  I  want  to  make  clear  thiit  I  am  primarily 
concerned  with  those  situations  where  some  significant  risk  is 
involved  in  research  with  human  subjects.     My  coinments  will 
concern  three  general  proposals: 
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1.  To  develop  regulations  to  strengthen  the  protection 

of  subjects  having  "limited  civil  freedom,"  and  to  convene 
a  series  of  workshops  broadly  representative  of  all 
concerned  groups  to  discuss  and  refine  the  regulations 
and  implementing  guidelines.     The  first  such  workshop  is 
scheduled  for  early  February. 

2.  To  undertake  an  examination  of  possible  methods  of 
compensation  for  subjects  who,   in  spite  of  all  precautions, 
are  harmed  by  research  activites. 

3.  To  realert  the  scientists  and  administrators  concerned 
with  the  research  process,  and  to  generate  greater  visibility 
for  existing  regulations  and  procedures.     One  way  will  be  by 
insuring  that  all  applications  involving  significant  risk 

be  specifically  flagged  for  the  attention  of  Advisory 
Councils  throughout  NIH.     Let  me  reemphasize  that  while 
the  requirement  of  high  quality  has  characterized  all  of 
NIH  programs,   there  is  a  special  need  to  insist  that  the 
quality  of  research  design  and  a  high  probability  of 
obtaining  definitive  answers  m.ust  receive  special  consideratioi 
where  potential  hazards  to  humans  are  a  part  of  the  price 
of  doing  the  research. 
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The  additional  regulaticrs  vhich  1  propose  will  be 
developed  in  ccnsultation  v^ith  affEctf'd  agencies  of  the  Department 
of  Health,  Education,  and  Welfare,  particularly  the  Health  Services 
and  Mental  Health  Adininistraticn.     Such  reguloticns  vould  govern 
the  conditions  under  which  an  NTH  grant  or  contract  may  be  av;arded 
for  research  involving  inmates  of  prisons  and  correctional- 
institutions,  as  v:ell  as  hospitals  for  the  mentally  ill  and 
retarded. 

If  research  is  being  done  iii  such  an  institution  under  an 
NIH  grant  or  contract,  assurance:-  vould  be  required  frc)m  the 
grantee/conurac tee   (e.g.  medical  school)  as  now  required  and  in 
addition  from,  the  institution  when  the  v7ork  is  done   (e.g.  correc- 
tional institution).     Similarly,  the  institution  where  the  work 
is  done  would  now  be  required  to  establish  suitable  broadly-based 
institutional  committees  with  the  responsibility  and  expertise  for 
reviewing  research  proposals  and  for  assuring  compliance  with  DHE/J 
policy . 

Any  financial  compensation  to  subjects  would  be  reasonably 
related  to  the  prices  paid  for  ether  services  and  not  be  so  high  as 
to  constitute  undue  inducement.    VJe  would  require  a  clear  statem.ent 


-  23  - 

that  neither  participation  in  the  proposed  research  project  nor 
withdrawal  from  it  will  materially  affect  the  conditions  or 
terms  of  any  subject's  institutional  confinement. 

In  the  case  of  the  hospitals  for  the  mentally  ill  and 
retarded,   the  research  supported  would  be  restricted  to  that 
which  (a)  is  directly  concerned  wich  the  issues  of  mental 
illness,  m.ental  health  or  mental  retardation,  or   (b)  will 
potentially  benefit  primarily  a  class  of  persons  commonly  confine 
to  a  hospital  for  the  m.entally  ill  cr  retarded,  or   (c)  which  will 
lead  to  such  knowledge  important  to  the  prevention  of  mental 
illness  or  retardation  that  may  reasonably  be  expected  to  reduce 
the  need  for  such  hospitalization. 

Special  attention  will  be  given  to  the  requiremient  for 
informed  consent  embodying  all  of  the  basic  elements  in  current 
DHE\*J  policy  with  special  provisions  to  m^ake  sure  that  the  risk- 
benefit  balance  is  understood  by  the  subject  and  that  no  undue 
inducement  be  offered. 

I  would  not  like  to  depart  from  the  subject  of  research 
involving  children  without  commenting  on  the  peculiar  conflict 
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between  the  ir.edical  needs  of  children  as_  a  c lass  and  the 
requirem-Bnts  oi  our  laws.     It  is  a  medical  trruism  that  children 
are  not  small  adults.     They  have  their  ovrn  diseases,   they  react 
differently  to  v:hat  are  thought  of  as  adult  diseases  and  they  do 
not  react  in  the  same  fashion  to  treatment.     The  Food  and  Drug 
lavs  require  that  drugs  be  tested  in  all  age  groups  for  ^chich 
a  drug  is  intended. 

Yet,  under  English  common  law,  no  parent.     no  next  of  kin, 
or  legal  guardian  can  consent  to  the  involvem.ent  of  any  child  in 
a  research  project  not  intended  for  the  good  of  that  particular 
child.     Thus,   the  la'-.'  is  not  entirely  consistent  with  the  needs 
of  children  as  a  class,  and  particularly  with  the  needs  of 
mentally  retarded  children. 

Guidelines  to  be  derived  from,  the  regulations  I  plan  to 
propose,  as  well  as  the  practicality  of  setting  similar  guidelines 
for  0''.her  subject  groups,  will  be  discussed  in  detail  at  a  series 
of  workshops  planned  for  the  comiing  months  in  Bethesda. 

We  plan  to  bring  together  research  scientists,  research 
administrators,   lawyers,  clerg-v-men  and  others  conceined  with 
-  ethical  matters,  and  representatives  of  other  specialties.  We 
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vil]  discuss  the  varieties  and  limitations  of  informed  consent, 
the  impact  of  consent  procedures  on  the  design  of  research,  projects, 
and  the  possibr.lity  of  providing  compensation  to  subjects  Xvho  incur 
injuries  in  the  public  service.     I  do  not  intend,  however,   to  wait 
until  these  discussions  are  coT.pleted  before  initiating  changes. 

As  I  have  said,  we  plan  to  require  special  procedures  where 
experimentation  with  human  subjects  is  carried  out  under  conditions 
in  which  m.eaningful  inform^ed  consent  is  difficult  to  achieve.  I 
am  initiating  three  other  actions.     First,  my  staff  is  reviewing 
reccmmendaticns  made  by  members  of  Congress  and  experts   in  the 
field  m.any  of  which  were  embodied  in  recent  legislative  proposals. 
We  will  focus  our  immediate  attention  on  those  m.easures  for  the 
protection  of  research  subjects  which  can  be  adopted  by  adminis- 
trative action.     Secondly,  we  have  initiated  an  examination  of  possible 

mechanisms  for  fair  and  equitable  com^pensation  for  subjects  who 
despite  all  of  the  precautions  we  can  take  are  harm^ed  as  a  res'oit. 
Third,  we  will  give  especially  careful  consideration  to  any 
proposal  for  research  in  which  participants  are  exposed  to  risk 
when  they  themselves  do  not  have  reasonable  chance  of  benefitting 
from  such  experiments.     Under  such  conditions  we  will  require 
.  special  justification  in  terms  of  significant  benefit  to  humianity. 
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As  I  said  earlier,   if,  in  a  specific  case,   1  v^ere  forced 
to  choose  betr^.-eeii  the  individual  and  the  general  vrelfarc  of 
society,   I  v;ouid  choose   to  protect  the  individual.     But,  the 
real  vorld  v:e  must  have  both  individual  and  social  x-;elfare.  And 
in  the  real  ^A^orld,   the  day  by  day  decisions  arc  not  madt  in 
Washington,  nor  can  they  be  guaranteed  by  assertions  b}'-  the 
Director  of  NIH  nor  the  Secretary  of  HEW.     We  believe  that  the 
responsibility  ultimately  must  rest  with  the  individual  institutions, 
such  as  the  University  of  Virginia,  as  well  as  with  the  individual 
investigator  and  physician.     Our  job  at  NIH  is  to  supply 
uriequivccal  guicelines  to  monitor  clinical  research  and  to  do  all 
within  our  pov^er  to  prevent  clear  abuses.     The  guiding  principle 
for  physicians  down  through  the  ages  has  been  the  dictum  "first 
of  all  do  no    harm."    To  the  students  who  pass  through  this 
Nursing  Education  Building  and  this  Medical  Education  Building 
this  dictum  will  be  far  more  demanding  than  in  the  past.  While 
they  maintain  a  sensitivity  to  the  possible  adverse  effects  of 
their  therapies,   they  will  also  be  required  to  have  an  increased 
appreciation  of  the  need  to  replace  ignorance  with  knov7ledge .  And 
the  new  knowledge,  which  will  benefit  all  of  society,  must  not 
be  gained  at  the  expense  of  any  individual  or  any  segm.ent  of 
society. 
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Hughts,  Humphrey,  Javits,  Kennedy, 
McCee ,  McGovem,  Moss,  Nelson,  Pell, 
Randolph,  Schweiker) 
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funds  for  experimental  use.   --  Javits 

To  amend  PHS  Act  to  provide  for  reservation  of  funds 
for  research  into  the  possible  social  consequences 
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human  beings.   --  Humphrey 

H.R.   16593        Dept.   of  Defense  Appropriations        Senator  Kennedy 
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or  non-voluntary  hum>an  beings  as  experimental 
subjects. 
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Robert  Q.  Marston,  M.D.  ' 
National  Institutes  of  Health.  April  27,  1973        ■  ' 

It  v/as  in  the  early  fall  of  1965  that  Jim  Shannon  offered  rr.e  the 
job  of  Associate  Director  of  NIH  for  the  "next  two  or  three  years." 
I  cornnuted  back  and  forth  during  that  fall  recruiting  the  initial  staff 
for  Regional  Medical  Progra.r.s  and  rr.aking  the  transition  from  acaderr.ia 
to  Federal  service.    The  "two  or  three  years"  have  nov/  grown  to  almost 
eight  years,  and  when  added  to  the  two  years  that  I  spent  here  in  the 
esrly  fifties  makes  it  not  only  the  longest  time  that  I  have  ever  served 
one  insti tutior,--but  as  I  have  said  elsewhere,  clearly  NIH  has  been  the 
dominant  institution  of  my  professional  career. 

I  have  thoroughly  enjoyed  each  aspect  of  my  experience  here: 
intramural  scientist;  chairman  cf  an  outside  advisory  comamittee; 
Associate  Director  for  Regional  Medical  Programs;  again  Associate 
!)irector,  NIH  and  Acting  Director  of  xhe  National  Institute  of  Neurological 
Diseases  and  Stroke;  and  of  course  Director,  NIH.    In  addition,  for  a 
period  of  about  one-half  year  I  was  Administrator  of  Health  Services  and 
Mental  Health  Administration.    During  that  exciting  period,  however,  I 
continued  to  attend  Shannon's  staff  meetings  because  the  Regional  .Medical 
Programs  was  not  actually  transferred  .to  HSMHA  until  about  that  lim.e 
that  it  was  decided  that  I  would  becom,e  Director  of  NIH. 

With  so'rrany  jobs  and  so  many  bosses,  it's  dangerous  to  begin  naming 
names.    But  of  the  five  HEW  Secretaries— Gardner,  Cohen,  Finch, 
Richardson  and  Weinberger--!  obviously  have  worked  most  closely  with 
Wilbur  Cohen  and  Elliot  Richardson.    I  respect  both  greatly,  and  enjoyed 


Immensely  the  v;ork1ng  relationship  that"I  had  with  each.    Thus  you  can 
understand  how  much  I  appreciate  the  kind  v/ords  v/hich  John  Sheriran  has 
quoted  from  Wilbur  Cohen  and  the  letter  from  Elliot  Richardson  from  which 
excerpts  were  published  in  the  NIH  Record  this  week.    It  is  worth  noting 
here,  that  both  of  these  men  have,  to  a  high  degree,  that  absolutely 
essential  quality  for  any  Secretary  of  HEU--a  deep  concern  for  and  a 
sensitivity  to  the  needs  of  people,  especially  those  who  may  be  handi- 
capped by  problems  of  health,  ignorance  or  poverty.    Ultimately  those 
responsible  for  the  Nation's  health,  education  and  welfare  program.s 
both  in  the  Executive  and  Congressional  branches  must  project  to  the 
Nation  at  large  both  the  image  and  the  reality  of  such  concern  and 
sensitivity. 

When  I  think  of  other  names  that  should  be  mentioned  today,  I  run 
Into  a  serious  dil em-ma.    Jim  Shannon,  John  Sherman,  and  Bob  Berliner 
of  course;  my  immediate  OD  Staff;  Institute  and  Division  and  Bureau 
Directors';  intramural,  extramural  program  people--in  all  more  than 
10,000  people  here  at  NIH  alone,  not  to'm.ention  our  whole  advisory 
Structure,  and  then,  too,  those  many  individuals  from  other  parts  of 
government--especially  my  friends  from  HSMHA  and  the  Department.  Nor 
could  I  let  this  time  pass  without  a  very  special  word  of  appreciation 
to  those  rr.embers  of  Congress  with  whom  I've  worked  over  the  years  — I 
can  only  say,  "Thanks  to  all  of  you  for  making  this  the  stimulating, 
exhvlarat\hg ,  experience -that  it's  been  for  the  last  eight  years.** 
It's  been  a  period  of  high  purpose  and  great  accomplishment  in  an 
atmosphere  of  mutual  trust  and  pleasant  associations.    It  has  been  a 
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happy  place  with  happy  people.    Yet  if  I  had  to  choose  a  single  word  to 
describe  NIH,  it  would  have  to  be  the  word  "quality". 

Now  I  would  like  to  say  a  few  things  about  NIH,  and  its  future  and 
your  future.    In  so  doing  it  becon-es  very  hard  not  to  repeat  things 
that  I  have  said  over  and  over  again  as  Director  of  NIH.    Indeed,  I  am 
a  bit  embarrassed  to  find  that  my  speeches  fill  six  rather  large  filing 
cabinets.    I  find  in  looking  over  this  accumulation  that  there  is  almost 
nothing  that  I  need  to  say  as  a  private  citizen  which  I  did  not  say  as 
Director  of  NIH.    Thus  this  public  record  does  spell  cut,  I  believe,  my 
strong  support-- 

.  .  .  for  the  intramural  program  of  NIH 

•  .  .  for  the  new,  young  scientists,  and  for  their 

preparation  through  the  training  grant  m.echanism 
...  for  the  peer  review  system  which  has  evolved 

over  the  years 
...  for  basic  research,  and  particularly  the 

principle  that  applied  research  should  not  be 
•  expanded  at  the  expense  of  basic  research 
...  and  for  a  balanced  biomedical  research  program-- 

for  example,  cancer  research  should  not  be 

increased  at  the  expense  of  other  fields  of 

biomedical  science 
and  this  record  also  expresses  my  strong  conviction— 

•  •  •  that  scientific  management  is  more  important  than 

the  blind  application  of  a  system  of  management 


4 

.  .  .  that  creative  people  are  to  be  valued  more  than 
organizational  arrangements  or  complex  plans 

•  .  .  and  that  criticism  is  a  necessary  part  of  science 
to  be  encouraged  and  not  stifled. 

.  .  .  and  that  the  Library  of  Medicine  is  a  gem  in  NIH 
and  in  the  Nation. 

Finally  I  have  taken  a  special  and  personal  pleasure,  because  of  my 
own  background  in  education,  in  working  with  the  Bureau  of  Health 
Manpower  Education  in  the  difficult  job  of  defining  and  implement- 
ing Federal  policy  in  the  area  of  education  for  health  professionals. 

In  looking  over  seme  of  these  accumulated  documents,  I  hope  that  scm.e 
of  my  personal  philosophy  about  the  relationship  of  people  to  people 
comes  through.    Perhaps  I  speak  tec  much  from  the  idealism  of  one  who 
chose  to  go  into  the  medical  profession,  but  I  believe  in  the  dignity 
of  man— that  to  treat  one  another  with  respect  is  an  expression  of 
strength,  not  weakness;  and  that  charity  is  good,  not  bad;  that  the 
power  of  public  office  should  not  be  allowed  to  lead  to  arrogance;  and 
that  we  must  always  remember  as  public  officials  that  the  money  we 
spend  is  not  our  own. 

I  find  it  somewhat  strange  to  be  repeating  this  litany  to  you  as 
I  leave  NIH,.  and  I  truly  hope  that  events  in  the  future  will  prove 
this* to  have  been  an  unnecessary  exercise— that  people  in  the  future, 
looking  back  on  these  statements,  will  even  find  them  a  rather  pious, 
obvious  list  with  which  no  one  could  disagree.    Yet  I  repeat  the  points 


not  as  abstract  ite.'ns  of  philosophy  but  because  of  specific  concerns 
often  surrounding  a  specific  action  or  statement  within  recent  months. 

Let  me  say  again  at  this  po'int  that  I  thoroughly  enjoyed  my  v/ork 
at  NIH  during  the  first  Nixon  Administration,  and  during  the  latter 
part  of  the  Johnson  Administration.    I  have  no  ax  to  grind.    But  I  knovj 
that  you  have  concerns  about  some  of  the  points  that  I  have  touched  on. 
Let  me  suggest  that  you  view  your  concerns  against  the  following  back- 
ground.   Dr.  Hoagland,  Director  of  the  Worcester  Foundation,  in  an 
article  entitled,  "Anti-Science— a  Growing  Danger  to  America's  Health 
and  Pocketbook ,"  makes -this  ccr-ment:    "It  has  taken  a  quarter  century 
to  build  up  the  National  Institutes  of  Health.    The  support  of  research 
has  been  a  model  other  countries  have  imitated.    The  peer  review  system 
has  given  us  the  best  science  through  a  Federal  agency  with  the  least 
■political  interference  of  any  governmental  process  ever  developed.  It 
Is  truly  one  of  the  great  achievements  of  American  government  but  it 
Is  being  destroyed." 

To  the  extent  that  you  believe  as  I  do  in  his  basic  statement  about 
the  importance  of  NIH,  let  me  urge  you  to  do  the  following  three  things: 
Continue  to  speak  out  your  beliefs  constructively.    This  is  a  nation  of 
checks  and  balances,  of  free  people,  and  as  such  it  is  totally  dependent 
on  the  willingness  of  honest  men  and  women  to  speak  honestly  their  best 
judgments.    This  is  particularly  true  in  the  area  of  science  where 
hopeless  confusion  is  the  inevitable  result  of  distortion  of  truth. 

Nations  have  struggled  fcr  years  with  the  problem  of  maintaining  objec- 
tivity and  the  ultimate  test  of  truth  in  the  conduct  and  the  management 


of  biorr.edical  research  as  that  research*  has  been  supported  increasingly 
with  public  funds.    The  solution  in  most  countries  except  our  own  has 
been  to  separate  medical  research  from  the  direct  control  of  Government 
because  of  the  conviction  that  the  political  process  is  inherently 
incapable  of  resisting  the  temptation  to  misuse  science  for  its  own 
Immediate  political  needs.    Thus,  throughout  Western  Europe  the  Medical 
Research  Councils  tend  to  be  autonomous  or  semi -autonomous  bodies 
supported  by  Government,  but  not  controlled  by  Government.    Even  in  a 
country  such  as  the  USSR,  the  Academy  of  Medical  Sciences  and  not  the 
Ministry  of  Health,  has  the  major  responsibility  for  the  conduct  and 
support  of  such  research  in  the  USSR. 

In  this  country,  so  far  at  least,  enlightened  leadership  in  both  the 
Executive  and  Congressional  Branches  have  resulted  not  only  in  a  sound 
and  healthy  growth  in  biomedical  research,  but  in  minimum  of  attempts  to 
bend  science  to  meet  short-term  political  needs.    Of  course,  a  major  check, 
on  such  temptations  have  been  the  existence  of  the  NIH  peer  review  system. 

This  necessary  freedom  to  conduct  research  in  a  free  environment  is  some- 
times being  misunderstood  as  advocacy  for  special  interest  groups  on  the 
one  hand,  and  potential  disloyalty  on. the  other.    Such  a  misunderstanding 
could  result  in  what  has  been  feared  in  other  countries,  that  is  a 
distortion  of  truth— a  substitution  of  bias  for  objectivity.    Thus,  there  is 
a  special  need* today  for- you  to  continue  to  provide  your  candid  professional 
judgments.  '  Anything  else  can  lead  only  to  outright  chaos  and  would  be 
a  serious  disservice  to  the  Nation  you  serve. 

Second,  do  not  become  too  discouraged.    I  remind  you  that  in  1968 


vhen  I  becace  Director  of  NIH,  many  people,  including  the  then-President 
of  the  United  States,  cemented  on  the  difficulty  of  the  job.  Many 
thought  then,  as  sone  think  ncv,  that  the  only  possible  role  for 
vas  a  dovnvard  one.     Instead,   the  past  five  years  has  been  a  period  of 
major  substantive  progress.     Indeed,  as  short  a  tine  as  a  year  ago,  I 
vas  able  to  tell  the  appropriation  cor=iittees  of  Congress  that  fiscal 
1972  had  been  a  good  year  for  NIH.     For  the  Marstons  at  least  this 
period  has  oeen  a  sort  of  Shangri-la  with  a  purpose.     The  work  of  the 
NIH  is  neasured  in  decades  and  generations,  not  in  weeks,  months  or 
even  years.     !'o  Institution  in  the  world,  to  my  knowledge  needs  less  to 
be  defended.     So  long  as  its  aspirations  r&-~ain  so  high  and  its 
•cconplishments  so  unquestioned  by  competent  people  its  course  must 
continue  to  be  upwards.     Of  course,  as  Representative  Roy,  a  physician 
on.  our  legislative  committee,  said  recently  in  contrasting  the  different 
magnitude  of  work  required  to  build  up  rather  than  discontinue  programs, 
"Any  jackass  can  kick  down  a  bam  but  it  takes  a  carpenter  to  build  one." 
Thus  one  does  have  to  remain  alert  to  attack  from  the  ignorant  or 
Intentionally  destructive. 

Finally,  remember  the  human  values.    We  are  dependent  on  the  work 
of  great  scientists  here  and  throughout • the  nation,  on  teachers  and 
professional  people  of  all  levels,  but  we  are  also  dependent  on  those 
ygho  in  doing  lesser  tasks  will  make  it  possible  for  these  with  special 
gifts  to  utilize  those  gifts  optimally.    There  is  unfinished  work  to  be 
done  in  the  area  of  equality  of  opportunity,  of  abolishment  of  prejudices 
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of  various  kinds.     Then,   too,  there  will  be  the  invitation  to  copy 
harshness  and  insensitivity  that  nay  be  seen  elsewhere.     Times  of  crisis 
always  bring  pressures  for  friends  to  fight  friends,  to  forget  the 
broader  eneir.y  of  disease  and  ignorance,  and  to  strike  out  for  trivial 
reasons  at  those  close  at  hand. 

Last  week  at  the  Institute  Director's  meeting  I  made  a  special  plea 
that  as  the  Office  of  the  Director,  NIH,  carries  out  its  necessary  role  of 
serving  as  something  of  a  buffer  between  "NIH  internal"  and  "NIH  external" 
that  people  remeniber  the  special  strains  that  John  Sherman  and  Bob 
Berliner  have  in  this  interim  period,  and  continue  to  give  them  the  type 
of  support  given  me.     I  am  of  course  keenly  disappointed  that  the  promise 
in  December  of  a  new  and  fully  oualified  Director  of  NIH  has  still  not 
been  fulfilled  by  May.     I  do  not  know  how  long  this  delay  will  continue, 
but  I  urge  you  to  support  each  other  and  to  continue  to  support  John  and 
Bob  during  the  interim. 

John  Gardner  has  said  that  institutions  can,  in  contrast  to 
Individuals,  age  without  losing  their  vigor  and  effectiveness.     They  are 
revitalized  by  the  addition  of  new  people.     NIH  can  continue  to  evolve 
as  it  has  done  over  the  past  decades,  by  maintaining  its  flexibility  in 
the  development  and  implementation  of  its  programs.     It  needs  the  competence 
of  the  experieuced  and  the  vigor  and  enthusiasm  of  the  new  initiates.  Today 
especially,  it  needs  all  of  you  to  continue  to  pull  together  for  the  good 
of  the  Nation. 

Finally  let  me  say  how  much  Ann  and  I  are  looking  forward  to  the  next 
phase  of  our  career--that  of  taking  a  sabbatical  year,  as  a  Scholar-in- 
Residence  at  the  University  of  Virginia  and  a  Distinguished  Fellow  at  the 
Institute  of  Medicine  of  the  National  Academy  of  Sciences. 


Dr.  Enructt  L.  Carniichael 
Editor 
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Ladles  and  Gentlemen:     For  the  first  time  in  almost  fifteen  years,  I  find 
myself  in  the  rather  con.fortable  position  of  making  a  speech  not  as  the 
head  of  an  institution.    My  current  titles  have  the  comfortable  ring  of 
scholar  and  fellow. 

Why  do  I  start  lecture  eat > 1 1    n»! Tho ■■Ro ie-^^t^f'^ Qc ii c a  t e 

14*d*e*«a*'  with  such  foolishness?    First,  because  I  do  feel  a  bit  of 
relief,  though  certainly  my  experiences  as  a  dean  and  in  various 
capacities  in  the  Federal  Government  have  been  anything  but  oppressive 
and  I  am  not  by  nature  one  who  shrinks  from  speaking  his  mind.  Another 
reason  is  that  one  of  the  important  roles  of  science  in  medicine  is  to 
act  as  a  check  against  the  introduction  of  bias,  prejudice  or  personal 
preference  in  medical  practice.     Indeed,  this  is  the  aspect  of  science 
in  medicine  that  I  would  dwell  on  most  this  afternoon,  for  I  shall  be 
talking  primarily  about  clinical  trials — about  the  need  for  them,  the 
difficulties  associated  with  them,  and  the  general  lack  of  understanding 
of  their  nature.     But  before  doing  that  let  me  revert  to  my  former  role 
of  Federal  bureaucrat  and  bring  you  a  few  words  from  Mr.  Washington's 
City  on  the  Potomac. 

Over  the  years,  I  have  always  organized  my  comments  in  three 
general  areas:    1)  organizational  and  personnel  changes,  2)  legislative 
and  prograimatic  changes,  and  3)  budgetary  matters.    First,  the  question. 
Are  ve  organized  yet?    Sometimes,  in  looking  at  European  nations,  one 
is  amazed  at  how  long  it  takes  to  organize  a  new  government.  For 
Instance,  in  Holland  it  has  now  been  four  months  since  the  election, 
which  required  a  compromise  government.    The  new  government  has  not  yet 
been  formed;  cabinet  ministers  are  all  in  an  acting  capacity.    We -de 
things  differently  in  this  country.    Or  do  we? 


Time  magazine  reports  that  six  months  after  the  November  election, 

eight  of  the  eleven  assistant  secretaries  and  agency  heads  introduced 

at  a  recent  award  ceremony  were  still  in  an  acting  capacity.     In  the 

health  area,  there  is  no  Director  of  NIH,  no  Administrator  of  HSHMA, 

and  no  Commissioner  of  the  FDA J  and  Dr.  Edwards  was  sworn  in  as  Assistant 
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Secretary  for  Health  within  the  last  two  weeks.     Inevitably,  this  type 

of  management  problem  in  a  department  that  has  had  five  Secretaries 

and  four  Assistant  Secretaries  for  Health  in  the  last  five  years  continues 

to  raise  problems  of  program  implementation  at  the  national  as  well 

at  the  local  level.    As  a  citizen,  I  hope,  as  I  am  sure  you  do,  that 

these  key  vacancies  will  be  filled  in  the  near  future. 

On  the  legislative  front  the  report  is  quite  simple.    No  significant 
new  legislation  has  been  submitted  by  the  Administration.    The  major 
approaches  this  year  are  to  encourage  lapsing  of  existing  unneeded 
legislation. 

Little  can  be  said  at  present  about  the  appropriation  situation,  in 
view  of  the  keen  battle  over  the  control  of  the  purse  that  is  going  on 
between  the  Executive  and  Congressional  Branches — with,  in  one  instance 
at  least,  the  third  branch  of  government,  the  Judicial  Branch,  having 
stepped  in  to  decide  the  fate  of  some  of  the  GEO  programs. 

At  NIH,  the  process  of  phasing  out  training  grants,  general  research 
support  grants,  and  various  components  of  the  manpower  program  is  well 
under  way.    Cancer  research  support  is  being  increased -significantly , 
albeit  accompanied  by  comparable  offsets  in  the  budgets  of  other 
Institutes,  with  the  exception  of  the  National  Heart  and  Lung  Institute, 
which  has  a  modest  increase. 


There  is  much  discussion  about  new  ways  of  doing  business — decentrali- 
zation, regionalization,  even  possible  modification  of  the  peer  review 
mechanisms.     A  committee  is— consi<i^ci^  reorganization  of  the  Health 
Services  and  Mental  Health  Administrative.    Efforts  are  being  made  to 
streamline  and- -to-  aaite  the  Federal  bureacracy^more  efficient  and  smaller. 

Almost  every  item  1  have  mentioned  is  a  subject  of  some  controversy. 

If  I  seem  to  be  treating  some  of  these  items  with  too  light  a  touch, 
let  me  assure  you  that  my  own  experience  of  ten  years  in  the  Federal 
Government  has  been  so  enjoyable,  so  productive  and  so  stimulating  that^ 
4»-»ii=ienS'^t5tfeBGeis^  I  would  urge  that  at  least  some  of  you  think- 
seriously  about  spending  some  time  in  Washington,  should  you  have  the 
opportunity.    My  enthusiasm  for  this  runs  so  high  that  I  will  be  spending 
part  of  my  time  at  the  Institute  of  Medicine  of  the  National  Academy 
of  Sciences,  setting  up  a  program  for  young  people  to  spend  a  year  in 
public  policy  fellowships  in  the  Federal  Government.     Indeed,  I  winAd 
go  ce-£ar<  ao  f  oay'  th^  it  im  essential  that  talented  people  with 

esEperience  in  areas  outside  the  Federal  Government  help  find  solutions 
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to  some  of  the  major  health  problems  that  will  involve  Federal  action 
In  the  next  few  years. 

It  has  become  increasingly  difficult  to  talk  about  any  part  of 
medicine  without  considering  the  Federal  role  in  one  way  or  another. 
For  example,  the  relation  of  science  to  medicine  requires  today  some 
type  of  assessment  of  the  Federal  role,  both  in  concept  and  practice. 
The  concept  of  the  Federal  Government  as  the  dominant  patron  of  orar 
medical  science  has  not  been  seriously  questioned  by  any  Administration 
since  World  War  II,  but  there  have  been  increasing,  and  as  yet 


unresolved,  debates  about  how  such  patronage  should  be  managed.  These 
debates  have  occurred  in  recent  years  in  all  countries  with  significant 
biomedical  research  programs.     I  have  had  occasion  in  recent  years  to 
work  closely  with  medical  research  councils  th.-oughout  western  Europe, 
and  »4«5i  Japan,  the  USSR,  and  various  other  eastern"  European  nations. 
Across  this  array  of  different  forms  of  government  of  large  and 

small  countries,  there  is  a  striking  similarity  in  discussions  about 
the  relationship  of  science  to  medicine. 

These  discussions  are  complex,  and  one  attempts  to  display  them  in 
simplistic  terms  only  at  great  risk,  but  the  more  fundamental  questions 
concern  the  varying  interpretations  of  where  we  stand  in  our  knowledge 
of  biological  events  today  and  of  what  the  prospects  are  for  the  immediate 
future.    Most  of  us  in  the  science  field,  whether  in  a  small  country 
of  four  and  a  half  million  people  such  as  Denmark,  or  in  a  large  country 
such  as  the  United  States,  feel  that  this  question  of  the  "state  of  the 
art"  Is  critical.     But  the  problem  can  be  approached  from  another 
view  ■■tktt •fixLw  'that  societal  problems  in  the  health  field  are  so  urgent 
that,  regardless  of  the  current  "state  of  the  art,"  short-term  highly 
directed  research  must  take  precedence.     From  these  two  basically 
different  starting  points  arise  most  of  the  debates  that  have  raged  in 
recent  years. 

The  questions  include:    What  proportion  of  a^^j<Kation' s  income  should 
be  allocated  to  research  in  health,  in  contrast  to  more  immediate 
organization  and  delivery  problems?    What  is  the  relative  priority  of 
health  versus  transportation,  education,  food,  clothing,  housing,  and 
other  desirablea?    Within  the  research  dollar,  what  proportion  should 
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go  for  basic  research?    4'fea^propoTv»4»»  /for  applied  research?    How  should 

research  be  managed?    To  what  extent  by  scientists?  and  to  what  extent 

by  managers  who  are  not  expected  to  understand  the  substantive  issues? 

What  instruments  are  preferable — contracts,  grants.  Federal  laboratories? 

And  one  could  go  on. 

There  is  even      broader  bias  that  reaches  to  the  heart  of  the 
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democratic  process.    Let  me  read  from  an  address  given  by  the 

Under  Secretary  of  HEW  on  April  25.     I  want  to  confine  my  disagreements 

with  his  views  to  the  area  of  biomedical  research.    Mr.  Carlucci  said: 


There  are  two  schools  of  thought.  .   .   .    One  says  that 
a  public  agency  should  be  a  primary  advocate  of  the 
special  group  of  citizens  that  it  serves.    The  other 
holds  to  the  belief  that  a  public  agency  must  serve 
first  and  always  the  broad  public  interest,  and  take 
its  direction  and  policy  from  the  duly  elected  leader 
of  the  executive  branch  of  government — be  he  president, 
governor,  mayor  or  county  supervisor.    My  beliefs, 
and  those  of  Secretary  Weinberger,  rest  clearly  with 
this  latter  view.     To  me,  public  advocacy  by  a  public 
agency  is  outright  chaos.     Sooner  or  later  it  places 
that  agency  in  an  adversary  position  with  the  chief 
executive. 


The  Under  Secretary  is  clearly  talking  of  the  broader  functions 

of  government,  but  in  my  view  he  is  badly  off  base  if  he  includes  in 

that  broader  definition  the  conduct  and  management  of  biomedical 

research.    For  here,  there  is  a  different,  perhaps  larger  truth  for 
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which  the  chief  executive  and  his  immediate  political  advisers  have 
limited  competence.    Nations  have  struggled  for  decades  with  the 
problem  of  maintaining  objectivity  and  the  ultimate  test  of  truth  in 
the  conduct  and  management  of  biomedical  research  as  it  has  been 
supported  increasingly  with  public  funds.    The  solution  in  most 


countries  except  our  own  has  been  to  separate  medical  research  from 

the  direct  control  of  government,  because  of  the  conviction  that  the 

political  process  is  inherently  incapable  of  resisting  the  temptation 

to  misuse  science  for  its  own  immediate  political  needs.  Thus, 

throughout  western  Europe,  the  medical  research  councils  tend  to  be 

autonomous  or  semi -autonomous  bodies  supported  by  the  government,  but 

not  controlled  by  government.     Even  in  the  USSR,  the  academy  of  sciences 

and  not  the  ministry  of  health  has  the  major  responsibility  for  the 

conduct  and  support  of  such  research. 

It  is  only  because  this  country  has  so  far  been  fortunate  enough 

to  have  enlightened  leadership  in  both  the  Executive  and  Congressional 

^jtp*  r'Tj 

Branches --which  have  recognized  the  essential  need  to  draw  on  a<ivi&or<: 
with  more  competence  than  the  Chief  Executive  or  his  immediate 
ste^  —  that    we  have  been  able  to  have  both  a  healthy  growth  in  bio- 
medical research  and  a  minimum  of  attempts  to  bend  science  to  meet 
short-term  political  needs.     Of  course,  a  major  check  on  such  tempta- 
tions has  been  the  existence  of  the  NIH  peer  review  system. 

This  necessary  freedom  to  conduct  research  in  a  free  environment 
Is  sometimes  misunderstood  today  as  advocacy  for  special  interest 
groups  on  the  one  hand  and  potential  disloyalty  on  the  other.  Such 
a  misunderstanding  could  result  in  what  has  been  feared  in  other 
countries --that  is,  a  distortion  of  truth,  a  substitution  of  bias  for 
objectivity. 

Turning  to  more  specific  questions  about  the  relationship  of 
science  to  medicine  in  this  country,  let  me  repeat  for  you  my  own 
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biases  expressed  in  my  farewell  address  at  NIH  last  week.     They  read 
as  follows: 


My  public  record  does  spell  out,  I  believe,  my  strong 
support  for  the  intramural  program  of  NIH;  for  the 
new  young  scientists,  and  for  their  preparation 
through  the  training  grant  mechanism;  for  the  peer 
review  system  which  has  evolved  over  the  years;  for 
basic  research,  and  particularly  the  principle  that 
applied  research  should  not  be  expanded  at  the 
expense  of  basic  research;  and  for  a  balanced  bio- 
medical research  program--for  example,  cancer 
research  should  not  be  increased  at  the  expense  of 
other  fields  of  biomedical  science.    And  this  public 
record  also  expresses  my  strong  conviction  that 
scientific  management  is  more  important  than  the 
blind  application  of  a  system  of  management;  that 
creative  people  are  to  be  valued  more  than  organiza- 
tional arrangements  or  complex  plans;  that  criticism 
is  a  necessary  part  of  science,  to  be  encouraged  and 
not  stifled;  and  that  the  Library  of  Medicine  is  a  gem 
in  NIH  and  in  the  Nation. 

Finally,  I  have  taken  a  special  and  personal  pleasure, 
because  of  my  own  background  in  education,  in  working 
with  the  Bureau  of  Health  Manpower  Education  in  the 
difficult  job  of  defining  and  implementing  Federal 
policy  in  the  area  of  education  for  health  professionals. 


I  added,  in  a  different  vein: 

In  looking  over  some  of  my  accumulated  public  docu- 
ments, I  hope  that  some  of  my  personal  philosophy  about 
the  relationship  of  people  to  people  comes  through. 
Perhaps  I  speak  too  much  from  the  idealism  of  one  who 
chose  to  go  into  the  medical  profession,  but  I  believe 
in  the  dignity  of  man — that  to  treat  one  another  with 
respect  is  an  expression  of  strength,  not  weakness, 
and  that  charity  is  good,  not  bad;  that  the  power 
of  public  office  should  not  be  allowed  to  lead  to 
arrogance;  and  that  we  must  always  remember  as 
public  officials  that  the  money  we  spend  is  not  our  own. 


8 

That  I  believe  these  things  does  not  make  them  true,  of  course,  but 

they  do  constitute  a  general  consensus  of  the  scientific  community 

in  this  country  and  probably  in  the  world.     Those  outside  of  the 

scientific  and  professional  fields  have  tended  to  take  a  somewhat 

different  view,  as  I  have  said.     But  let  us  leave  now  some  of  these 

questions  of  broader  public  policy  in  science. 

Within  the  field  of  biomedical  science  itself,  the  type  of 

science  that  is  easiest  to  accept  and  apply  is  that  which  leads  to  a 

vaccine  to  prevent  a  disease,  to  antibiotics  to  cure  a  disease,  to 

hormones  to  replace  deficiencies,  or  operations  to  remove  diseased 

A  A 

tissues  0 r o pr e'iw.irimL t ii— -n     The  situation  becomes  somewhat  more 
* 

difficult  when  unusually  sophisticated  treatment  or  knowledge  is 
required.     Thus  the  statistics  in  centers  that  carry  out  open-heart 
surgery  on  a  regular  basis  are  significantly  better  than  those  where 
an  occasional  operation  is  performed,  and  the  chances  of  survival 
from  a  disease  such  as  acute  leukemia  of  childhood  seem  to  be 
dramatically  better  in  centers  with  sophisticated  capabilities. 
Including  research  programs.     But  one  of  the  most  difficult  areas  of 
all,  I  would  assert,  is  our  incomplete  utilization  of  what  can  be 
called  the  clinical  trial. 

My  main  interests  and  main  belief  is  that  major  advancement  in 
medicine  will  result  from  basic  research,  as  you  may  have  gathered  in 
my  previous  remarks.    However,  I  have  become  increasingly  concerned 
in  recent  years  about  the  imperfect  state  of  our  understanding  of 
clinical  trials,  which  I  believe  will  be  increasingly  important  in 
the  future. 


In  a  small  book  called  "Effectiveness  and  Efficiency," 
A.  L.  Cochran  of  Great  Britain  asserts  that  althou^  the  introduction 
of  the  national  health  system  in  the  United  Kingdom  in  July  1948 
was  highly  successful  in  making  health  services  available  to  the 
population  at  a  cost  that  could  be  afforded,  a  very  serious  question 
is  whether  the  increased  input  into  the  system  has  resulted  in  a 
comparable  increase  in  the  output-- that  is,  improved  health  of  the 
people.     He  claims  that  there  are  errors  on  both  sides--that  available 
remedies  are  not  being  used  when  needed  and,  on  the  other  hand,  that 
useless  diagnostic  and  therapeutic  techniques  are  being  used.  His 
main  conclusion  is  that  only  through  use  of  randomized  clinical  trials 
will  it  be  possible  to  make  a  substantial  improvement  in  health,  now 
that  an  adequate  system  of  care  exists.     I  cannot  overemphasize  my  own 
belief        the  importance  of  an  understanding,  both  by  the  medical  pro- 
fession and  the  population  at  large,  of  the  need  for  an  increased  use 
of  clinical  trials  as  a  significant  and  under/utilized  method  of 
science  to  improve  the  health  of  people. 

I  believe  timrt  this  country  is  ahead  of  all  other  countries  in 
this  respect.    And  yet  let  me  give  you  some  examples  of  the  problems 
we  face  even  here.     The  Director  of  the  "ttffi  Clinical  Center^ -eca  Chalmers, 
reports  that  when  his  first  studies  on  the  use  of  prolonged  bed  rest  in 
the  treatment  of  hepatitis  were  published^^  definitively  demonstrating 
the  fact  that  prolonged  bed  rest  did  not  ^elp^  this  was  greeted  by 
some  physicians  as  evidence  that  the  clinical  trial  was  not  a  useful 
device  because  they  themselves  knew  from  personal  experience  that  the 
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reverse  was  true.     Years  later,  and  several  studies  later,  most 
review  articles — some  ten  out  of  twelve^  I  believe--still  maintain 
that  prolonged  bed  rest  is  useful  in  the  treatment  of  hepatitis. 

My  own  recent  ;experience  in  reviewing-  a  $10  million,  ten-year 
clinical  trial  with  oral  antidiabetics — which  demonstrated  an  increased 
risk  of  cardiovascular  incidents  in  those  taking  such  drugs  rather 
than  Insulin  or  diet — has  been  that  one  reason  for  the  serious 
controversy  over  this  question  is  simply  that  some  ha««£jKLt=iil«*  the 
way  the  results  have  come  out. 

One  can  bring  to  mind  an  endless  group  of  examples:  radical 
mastectomy  for  carcinoma  of  the  breast,  the  use  of  anti-coagulants  for 
the  prevention  of  stroke,  control  of  diet  to  prevent  myocardial  infarction. 

As  you  may  know,  the  FDA  some  years  ago  requested  the  National 
Academy  of  Sciences  to  classify  a  long  list  of  drugs  as  to  whether  they 
were  probably  effective  or  ineffective.     The  lack  of  well-conducted 
clinical  trials  in  many  areas  has  complicated  this  difficult  task. 

Usiially,  though  not  always,  it  is  a  question  of  whether  scientific 
methods  can  give  useful  information.     It  is, often  that  the  cost  is  high; 
that  ethical  considerations  may  limit  the  type  of  experiment  that  can  be 
carried  out;  and  that  the  results  are  sometimes  not  clearcut  and  sometimes 
not  in  keeping  with  the  hopes  of  individuals.    Despite  these  difficulties 
It  seems  to  me  inevitable  that  to  improve  the  health  of  people  we  must 
become  increasingly  dependent  on  the  results  of  fixed-prctocol,  multi- 
institutional,  -randomized  clinical  trials. 
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Today  we  face  increased  concern  that  patients  not  suffer  undue 
risks  in  experiments  involving  humans.     I  will  not  dwell  here  on  the 
substance  of  an  article  I  prepared  last  fall  entitled  "Medical  Science 
and  Clinical  Trial  in  Society"  because  it  has  been  published  in  part 
in  the  New  England  Journal.     In  it  I  focused  on  clinical  research  and  said 
little  about  the  fuzzy  boundary  between  research--usually,  when  under 
Federal  guidelines,  carried  out  to  protect  participants-- and  the  practice 
of  medicine. 

Dr.  SwBRrsK^  Chalmers,  Director  of  the  Clinical  Center  tfsrSTTB.f- 
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suggests  this  taxonomy:     First  he  describes  the  pure  practice  of 
medicine;  and  in  this  group  are  those  diagnostic  and  therapeutic 
measures  that  have  been  established  as  efficacious  and  safe,  not  only 
through  successful  use  over  a  period  of  time  but  also  by  well-designed 
clinical  experiments.     The  number  of  therapeutic  maneuvers  in  this 
category,  he  says,  is  distressingly  small.     Next,  he  talks  about 
impure  medical  practice.     And  in  this  group  lie  all  those  procedures 
%»hich  are  applied  to  patients  by  physicians  because  they  may  be  helpful, 
but  which  lack  any  scientific  evidence  establishing  their  favorable 
risk/benefit  ratio.    A  great  deal  of  what  physicians  do  for  patients 
lies  in  this  category,  but  every  year  one  or  more  previously  accepted 
therapies  are  found  through  competent  clinical  trials  to  have  no  real 
basis  in  fact  or  to  be  actually  harmful.     In  the  case  of  some  procedures 
in  this  category,  the  evidence  may  demonstrate  the  treatment  tn  be 
more  harmful  than  helpful,  but  for  various  reasons  physicians  have  not 
always  accepted  that  evidence. 
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The  third  category  has  to  do  with  clinical  research  that  is 
therapeutic  or  diagnostic  in  intent,  and  in  this  case  a  procedure 
designed  for  the  benefit  of  a  sick  patient  has  not  been  accepted  by 
the  general  medical  comrounity  as  standard  practice.     A  secondary  aim 
is  to  obtain  information  of  benefit  to  other  patients  with  similar 
conditions.     This  is  the  dividing  line  between  professional  freedom 
in  caring  for  the  patient  and  the  peer-review,  informed-consent  world 
of  clinical  research.     In  the  case  of  a  sick  patient  requiring 
diagnosis  and  treatment,  it  is  often  a  matter  of  professional  judgment 
as  to  how  much  the  practicing  physician  turns  to  the  formal  structures 
available  for  the  protection  of  the  individual  taking  part  in  the 
research  project. 

Fourth,  there  is  research  in  sick  patients  that  is  not  intended 
primarily  to  benefit  the  participating  patient.    This  is  a  critical 
category  from  which  many  of  the  really  effective  measures  for 
controlling  disease  arise.     The  procedures  are  not  part  of  the  ordinary, 
practice  of  medicine--even  that  practice  designated  traditionally  as 
innovative.     Informed  consent,  review  by  peers  and  other  members  of  the 
community,  and  appropriate  Federal  guidelines  are  certainly  applicable 
to  this  category. 

Then,  finally,  research  in  normal  volunteers.    These  are  the 
individuals  who  have  the  most  to  lose  and  the  least  to  gain  from 
harmful  clinical  research.     Informed  consent  and  review  procedures 
nust  be  the  most  stringent  for  this  group. 
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Chalmers  points  out  that  a  most  important  aspect  of  the  above 
taxonomy  is  that  individual  cases  can  be  shifted  up  and  down  among 
the  first  four  categories  according  to  the  subtleties  of  classifica- 
tion.    I  pointed  out  earlier  that  I  think  neither  the  medical 
profession  nor  the  general  public  understands  or  accepts  the  clinical 
trial.     And  yet  at  the  same  time  I  recognize  that  we  are  now  entering 
a  period  in  which  the  protection  of  the  research  patient  against 
undue  risk  may  in  fact  lead  to  still  more  difficulties  in  carrying 
out  such  trials.     There  is  the  danger  that  overly  restrictive  constraints 
on  the  conduct  of  research  involving  humans  will  discourage  such 
research,  or  alternatively  that  investigations  will  be  conducted  under 
the  guise  of  treatment. 

In  conclusion,  let  me  summarize  some  of  the  points  that  I  feel  are 
important  in  discussing  the  relationship  of  science  to  medicine. 
First,  I  believe  that  further  application  of  science  to  medicine  will 
result  in  increasing  benefits.     Indeed,  the  main  determinant  in  our 
ability  to  prevent  disease  and  cure  illness  in  the  future  will  be  the 
state  of  knowledge,  rather  than  any  specific  organizational  or  delivery 
scheme  that  we  may  have  (although  the  latter  is  also  important). 

Secondly,  I  believe  that  there  is  general  appreciation  within  the 
profession  of  the  need  to  test  new  knowledge  flowing  from  basic  science 
laboratories  when  a  reasonable  and  logical  new  approach  to  a  problem 
is  emerging,  but  that  the- careful  testing  of  risk/benefit  ratios  through 
the  application  of  clinical  trials  is  less  well  understood  or  accepted, 
and  that  this  area  will  need  increased  attention  in  the  future.     It  tends 
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to  be  a  costly  type  of  research,  one  that  must  often  be  carried  on 
over  a  long  period,  and  it  frequently  yields  less  than  completely 
definitive  results.     Furthermore,  it  tends  to  be  less  intellectually 
stimulating  than  some  other  types  of  research. 

A  critical  factor  in  extending  the  use  of  clinical  trials  is 
the  problem  of  ethical  considerations  which  they  involve.     As  one 
moves  from  the  desperately  ill  and  the  incurable  illnesses,  through 
the  non-life- threatening  and  mild  to  moderately  debilitating  diseases, 
to  the  normal  volunteer,  one  must  weigh  increasingly  both  the  risk/benefi 
and  the  ethical  factors.     When  part  of  the  cost  of  biomedical  research 
is  possible  harm  to  humans,  then  not  only  must  the  risk  and  ethical 
considerations  be  thoroughly  explored,  but  the  quality  of  the  science 
must  be  above  reproach.     The  cost  of  an  experiment  of  doubtful  quality 
performed  with  test  tubes  is  of  a  quite  different  order  from  that  of 
one  widbchsCMSXi**  a  risk  to  human  health  or  life. 

The  morality  of  clinical  trials  and  other  clinical  investigations 
must  be  judged  and  reevaluated  in  the  context  of  existing  belief. 
Charles  Pierre  Alexandre  Louis,  in  the  1840s,  wished  to  study  the 
efficacy  of  bleeding  in  the  pneumonias.     It  was  not  considered  moral 
to  withhold  bleeding;  all  he  could  do  was  study  the  value  of  early 
versus  late  bleeding.    His  guarded  conclusion  was  that  bleeding 
vas  not  as  efficacious  as  generally  believed.    Even  this  mild  statement 
was  greeted  with  strident  attack. 

Most  medical  students  have  entered  the  profession  because  of 
Interest  in  clinical,  patient-oriented  practice  rather  than  because 
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of  a  desire  to  follow  a  laboratory  career/  or  even  an  in-depth  study 
of  discrete  disease  phenomena.     The  clinical  trial  offers  a  special 
opportunity  for  the  patient-oriented  physician  to  participate  in  the 
advancement  of  medicine. 
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